Food and Drug Administration Office of Regulatory Affairs 
Summary Report 
For Sample Number: 716444 

TD Sample Number: Import Sample Number 

This is an accurate reproduction of the original electronic record as of 1 2/07/20 1 2 


Sample Class: Normal Everyday Sample 
Sample Flag: 

Home District; 


Sample Origin: Domestic 
Sample Type: Investigational 
Orig C/R and Records To: NWE-DO 


Sample Basis: Environ-Survl 

Collecting District: NWE-DO 
Collection PACs: 56R814 


Lab: NRL 

Split Num:0 

Date Received: 10/05/2012 

Date Out of Lab: 12/05/2012 

District 


District Conclusion 

District 

Conclusion: 


Made By: 


Disposition 


Disposition 

Disposition 

Reason: 


Authorized By: 

Authorized Date: 


Performing Org PAC 

LID 

PAF Compliance No 

Lab Class-Description 

Laboratory Status 

NRL-MSB-L 56D015 


NAR 70723-0 

3 - Adverse Findings 

Completed 


Lab Conclusion 

Viable microorganisms detected in eleven (1 1) of forty one (41) subs tested. No microorganisms detected in thirty (30) subs of 
forty one (41) tested. Visible mold was observed under direct microscopic examination in six (6) subs tested. 

Bacillus subtilis/atrophae/amyloliquifecans and Lysinibacillus spp. detected in sub # 8. Bacillus cereus/thuringiensis/mycoides, 
Staph.aureus, and Staph. Camosus ssp.camosus detected in sub # 9. Blackish/whitish mold with septated hyphae detected in 
sub # 1 0. Bacillus pumilus and whitish mold with blackish center and septated hyphae detected in sub # 27. Dermacoccus 
nishinomiyaensis/Kytococcus sedentarius detected in sub # 32. Staph. Camosus ssp camosus detected in sub # 33. Blackish 
mold with septated hyphae detected in sub # 37. Whitish mold with creamish color center and banana shape conidia, blackish 
mold with non septated hyphae and oval conidia, Enterococcus gallinarum, Enterobacter cloacae complex and 
Brevundimonasdiminuta/vescularis detected in sub # 38. Whitish mold with creamish color center septated hyphae and banana 
shape conidia, Enterobacter aerogenes, Enterobacter cloacae complex, and gram negative rods (not identified by VITEK) 
detected in sub # 39. Three different types of molds, Rhodotorula spp. (Pink yeast), Pseudomonas fluorenscens and 
Pseudomonas stutzeri detected in sub # 40. Leuconostoc mesenteroides ssp dextranicum and Candida spp. detected in sub # 41 . 


No microorganisms detected in subs # 1-7, subs # 1 1-26, subs # 28-31, and subs # 34-36. 
tested. All media, equipment, and environmental controls were negative for growth. 

Lab Conclusion Date Lab Conclusion Made By 


No growth detected in all controls 




12/07/2012 


James, Lawrence E 


Date: 12/07/2012 
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Food and Drug Administration Office of Regulatory Affairs 

Summary Report 

For Sample Number: 716444 G / £ I 

TD Sample Number: Import Sample Number 

This is an accurate reproduction of the original electronic record as of 1 2/07/20 1 2 


Sample Class: Normal Everyday Sample Sample Origin: Domestic Sample Basis: Environ-Survl 

Sample Flag: Sample Type: Investigational Collecting District: NWE-DO 

Home District: Orig C/R and Records To: NWE-DO Collection PACs: 56D015 

Product Name: Exhibits - Other Drug Related Items N.E.C.; Human - Rx/Combination Ingredient; NEC 
Product Description: Environmental swabs taken from surfaces used in the production of compounded sterile preparations. 
Collection Reason: Environmental sample collected to determine the potential presence of microbial activity at New England 
Compounding Center, where compounded sterile preparations are produced and potentially implicated in a 
meningitis outbreak linked to Aspergillus fumigatus 


Date; 12/07/2012 


Page: 1 of 2 


FDAE00276710 



ANALYST 1. PRODUCT : Environmental swabs 

WORKSHEET 


2. SAMPLE NO. INV 716444 


3. SEALS 
X INTACT 
NONE BROKEN 


4. DATE 
RECEIVED 

10/05/2012 


5. RECEIVED FROM 

Tim Thompson 


6. DISTRICT OR LABORATORY 

NRL 


7. DESCRIPTION OF SAMPLE 

One plastic bag with 525 attached officially sealed “INV 716444, 10/04/2012. Philip Kreiter, Investigator” contains three whirl pack bags, each bag is identified as 
Sample # INV 716444, PK. and 10-04-2012". One whirl pack bag contains 20 subs, 17 sponges and (3) swabs; the second bag contains 21 subs; 19 sponges and 
2swabs. Each swab is placed in a plastic test tube with blue solution and placed in whirl pack bag, and each sponge is placed in double whirl pack bag and each sub is 
sub-numbered 1-41 The third whirl pack bag contains the controls sub numbered as a,b c,d,e,f,g,h,l j.k.and I. These controls included two intact sterile gloves, two 
intact whirl pack bags, and two intact sponges in whirl pack bags, two intact test tubes with swabs in blue solution, two test tubes with blue solution with no swab, and 
two intact glass ampoules with NaCI 0 86% Each sub identified as “Sample ft INV 716444, PK, 10-04-2012” and sub-numbered. Sample received at room 
temperature 


8. NET 
CONTENTS 


X NOT APPLICABLE DECLARE/UNIT _ 

_ NOT DETERMINED AMOUNT FOUND 
UNITS EXAMINED % OF DECLARED 


9. LABELING 


ORIGINAL SUBMITTED 

Copy SUBMITTED 

X NONE 


10. SUMMARY OF ANALYSIS 

CONTAINER 

Collector's large whirl pack bag measuring 19 cm X 29 cm, collector’s small whirl pack bag with the sponge 15 cm X 25 cm, collector’s test tube with the swab 
measuring approx 1 1 X I cm , collector’s test tube with supportive media measuring approx. 9 X 1 cm and collector’s saline ampoules with saline measuring 
approx 9 X I cm 
I ABEL1NG, 

None observed 
CODE. 

None observed 
PROD LCr. 

Environmental yellow sponge and environmental swabs 
ANALYSIS. 

Examination for Viable mold and other microorganisms 
METHOD. 

See page ft 

VITEK 2 GP card AOAC 2012.02 
VITEK 2 GN card AOAC 201 1 . 1 7 
VITEK 2 BCL card certificate ft 080801 
UNITS TE STED: 

4 1 swab and sponge individually tested. 

12 controls tested individually 
RESULTS 

Viable microorganisms detected in eleven (1 1) of forty one (41) subs tested. No microorganisms detected in thirty (30) subs of forty one (4 1 ) 
tested. Visible mold was observed under direct microscopic examination in six (6) subs tested. 

Bacillus subtilis/atrophae/amyloliquifecans and Lysinibacillus spp. detected in sub ft 8. Bacillus cereus thuringiensis mycoides , Staph.aureus, and 
Staph. Carnosus ssp.carnosus detected in sub ft 9. Blackish/whitish mold with septated hyphae detected in sub ft 10. Bacillus pumilus and whitish 
mold with blackish center and septated hyphae detected in sub ft 27. Dermacoccus nishinomiyaensis Kytococcus sedentarius detected in sub ft 32. 
Staph. Carnosus ssp carnosus detected in sub ft 33. Blackish mold with septated hyphae detected in sub ft 37. Whitish mold with creamish color 
center and banana shape conidia, blackish mold with non septated hyphae and oval conidia, Enterococcus gallinarum , Enterobacter cloacae 
complex and Brevundimonasdiminuta/vescularis detected in sub ft 38. Whitish mold with creamish color center septated hyphae and banana shape 
conidia, Enterobacter aerogenes, Enterobacter cloacae complex, and gram negative rods (not identified by VITEK) detected in sub ft 39. Three 
different types of molds, Rhodotorula spp. (Pink yeast). Pseudomonas fluorenscens and Pseudomonas stulzeri detected in sub ft 40. Leuconostoc 
mesenteroides ssp dextranicum and Candida spp. detected in sub #41. 

No microorganisms detected in subs ft 1-7, subs# 1 1-26, subs # 28-31, and subs # 34-36. No growth detected in all controls tested. All media, 
equipment, and environmental controls were negative for 


>r growth. 


11. RESERVE SAMPLE: 

No sample remaining. The official seal is mounted and attached to the worksheet attachment # 1. 

Two whirl pack bags (one kept refrigerated at NRL, under lock and key and the second one was sent to CDC) officially sealed “716444, 10-16- 
2012, Philip lstafanos. Microbiologist”, each contains four isolates on sab-dex slants and each isolate identified as “Sample # 716444, 10-16-2012, 
PI", three isolates (sub ft 27,38,39) were mold and one (sub ft 40) was pink yeast. One plastic bag officially sealed "INV7I6444, 1 1-26I2, Philip 
lstafanos. Microbiologist” contains 28 isolates, some on sab-dex slant and some on TSA/YE slants, of organisms, each isolate identified as 
“INV7I6444, 10-22-12 or 1 1/9/12, PI”. The bag kept under lock and key at refrigeration at NRL. 






I2.a. ANALYST SIGNATURE ( <£^r1jroke the seal 
Philip lstafanos ( . 



13. WORK 
SHEET 
CHECK 


b. DATE j 


14. DATE REPORTED 


/ 2 - 


' f A - Ey f — rtf ^ 

PREVIOUS EDITION IS OBSOLETE 7 


FORM FDA 43 1 (5/84) 

Electronic version 


' PAGE 1 OF PAGES 


FDA_E0027671 1 




General continuation sheet 


Microbial Examination of Environmental Sample 
Methodology 

1. Preparation of the analytical area and sample for analysis: 

All surfaces used within the vertical HEPA filtered Bio Safety Cabinet (BSC) were thoroughly disinfected with 
0 U ‘Jo'A J ~ prior to analysis of the sample ( ). The number of unit (s) ( <-ff to be 

examined was ffien premoved from the sample container and each unit was wiped with 3/C disinfectant 

solution. The disinfected units were then placed within the disinfected BSC#j jffi Pjf.A&d ocated in room # 

3 1*11 and left on for an hour. Analyst wore gloves during the disinfection procedure ( p). 

2. Preparation of personnel: 

The analyst (s) dressed in a garment (s) consisting of hair net, mask, clean lab coat, st^nk.sleeve and sterile 
gloves. All transfers of product to growth medium were performed aseptically within theJkFlf (/-)r 


3. Analytical procedures 



4. Controls; 

Media: All tubes of 


Media: All tubes of hr . media and R (r-'J agar plates were pre-incubated prior 

to use. One un-inoculated tube of each medium was incubated with the test tubes as closed controls ( 
Equipment: check all applicable 

[ A^^ne 10” forceps was dipped into one tube of medium (//fyr 

I^V^One pipette was used to withdraw medium from /[/{A- me dia and expelled back to respective 
tubes (). 

[ i^fOne scissor was dipped into one tube of . medium ( <t-)r 


[ t^fUne scissor was dipped into one tube of medium ( yt-) r 

Environmental: Two ^ agar plates were exposed for the duration of the analysis on 

the right and left sides of the hood working area ( pj. One tube medium was opened and exposed for the 
duration of the analysis as opened controls 


( ) analyst performing anal 
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GENERAL CONTINUATION 
SHEET 



FDAE00276715 






FDA_E00276716 







-ysl 

1 

I 

Sub# 

Colony Morphology' 

loftS 

Microscopic 

examination 

^jtr^ 

Drawing of microscopic examination 

lulls f 

Isolate kept 
on 

Sab- 

dextrose 

Results 

General 

Continua 

tion 

Sheet 

Product 

S- 

\ 
s. \ 

V 

Sample # 

zn 

/M*#' 

P*tCCJ 
l*y/l\+- c- 

J 




3 % 

L*sC^J-<sl*- rroitCJ. 

C fc***~S»* {**$+*) 

U/)£~ O ' 4 Cc~tL 
** Tie/* 

(jJoXL 

<Q" 

Y*j 


Page 

OT~ 

K 

Page 

31 

<0 

~T 

$e-<_ cvJJ>4^,Lv-Jk 



Ho 

z&~l 

/'**'%. 


/Ooo 

%sP 

1^6 



FDA_E00276717 





FDA_E00276718 






GENERAL CONTINUATION PRO ™ CT , „ O f SAMPLE NO. 

SHEET d^inv't foi / iyrte?i\z/~\ ol/Jtf-bz | flv 7 

Environmental swabs .testing 
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GENERAL CONTINUATION 
SHEET 


SAMPLE NO 


QC RECORDS 



Media and Kits 




Malt Extract agar (MEA) 

280-12 and 283-12 



Chlorotetracycline 

242-12 



MacConkey 

270- 12 and 292-12 



Blood Agar Plates 

Lot # 2220296 Exp 2012 11 30 

Rc’d 9-25-12 

SAB-DEX Slant 

283-12 



Sab-dex broth 

278-12 



Sterile water 

146-12 



TSA/YE slants 

283-12 



3 % H202 C;<X^ fjr 

II 55W 



Sterile alcohol 

Decon laboratories inc., lot # 790335 Exp. 04-2013 

Sterile pippet 10 ml 

VWR Lot #2041 1004 



VITEK diluent 

262-12 



VITEK 2 Yeast Card: 

Lot 243250120 exp. 2013/18/19 Rc ’d 5-8-12 

VITEK 2 GP Card: 

Lot 242259440 exp. 2014/01/20 Rc ’d 8/14/12 

VITEK 2 GN Card 

Lot 241240740 exp. 2013/07/1 7 Rc '08/1/12 

VITEK 2 BCL Card: 

Lot 239264220 exp. 2014/03/09 Rc ’dl 0/10/12 

VITEK 2 BCL Card: 

Lot 239248520 exp. 2013/10/03 Rc’d 5/15/12 

VITEK 2 GN Card; 

Lot 241244240 exp. 2013/08/21 Rc ’d 9/4/12 

Instruments: 




Incubator 22.5°C +/- 2.5°C 

1776 



VITEK 

5083805/5147117 



Microscope 

0282 



Sterile sleeve 

076-12 



Sterile gloves 

Kimtech Lot 42051 1/SMI 1362XX EXP: 2016-04 


Sterile scissor 

176-12 



Exposure plate result: /YO 



N/A= not applicable 
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bioMerieux Customer: 02633 
System #: FDA5083805 


(\ /) 

FDA - Northeast Regional Laboratory 

Laboratory Report 


£***&& 1(C <-(({£{ 

fo~n -ii. 

Printed Oct 13, 2012 04:41 EDT 
Autoprint 
Report Version: 1 of 1 


Isolate Group: 716444-8 P, iocA 
Bionumber: 5372060715457220 
Selected Organism: Low Discrimination 


Comments: 


Identification nformation 

Card: BCL 

Number: 239264220 

Mar 9, 2014 13:00 
Expires: E q T 

_ 14 . Oct 13, 2012 

Completed: 04:55 EDT 

Status: Final 

J. nalysis 14.00 hours ’ 

Time: 

Selected Organism 

Low Discrimination 

Bionumber: 5372060715457220 Confidence: Low discrimination 


SRF Orga n ism ~| 

Analysis Organisms and Tests to Separate: 


Low Discrimination Organism 
Bacillus 

subtilis/amv, loliquefaciens/atrophae 
us 

Bacillus amyloliquefaciens dARABINOSE(10),IRHAMNOSE(10), 

Bacillus atrophaeus OX(0),IRHAMNOSE(50), 

Bacillus subtilis dARABINOSE(10),OX(50) iRHAMNOSE(IO), 

Bacillus val ismortis dARABINOSE(90),OX(100),IRHAMNQSE(90), 

Analysis Messages: 

See product information for additional information. 

See product information for additional information. 


[Contraindicating Typical Biopattern(s) 


Bacillus 

subtilis/am^loi Cwefacis^s/atrophae ELLM(76),TTZ(83), 
us 


[Bacifis vn ismort's d , RE(25), 


Installed VITEK 2 Systems Versior 05.0 
MIC Interpretat on Guideline: 

AES Paramete Set Name: 

Page 1 of 2 


Therapeutic Interpretation Guideline: 
AES Parameter Las: Modified: 
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bioMerieux Customer: 02633 
System #: FDA5083805 


FDA - Northeast Regional Laboratory 

Laboratory Report 


Printed Oct 13, 2012 04:41 EDT 
Autoprint 
Report Version: 1 of 1 


Isolate Group: 716444-8 

Bionumber: 5372060715457220 
Selected Organism: Low Discrimination 


Biochemica Details 
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LysA 


4 

AspA 

(+) 

5 

LeuA 

+ 

7 

PheA 

+ 

8 

ProA 


9 

BGA_ 


10 

PyrA 

+ 

11 

AGAL 

+ 

12 

AlaA 


13 

TyrA 

+ 

14 

BNAG 

(±_ 

15 

APPA 


18 

CDEX 


19 

dGAL 


21 

GLYG 

(-) 

22 

INO 

+ 

24 

MdG 


25 

ELLM 


26 

MdX 


27 

AMAN 


29 

MTE 

+ 

30 

GlyA 

+ 

31 

dMAN 

+ 

32 

dMNE 


34 

dMLZ 


36 

NAG 


37 

PLE 

+ 

39 

IRHA 


41 

BGLU 

+ 

43 

BMAN 


44 

PHC 


45 

PVATE 

+ 

46 

AGLU 

+ 

47 

dTAG 


48 

dTRE 

- 1 - 

50 

INU 

~ 

53 

dGLU 

T 

54 

dRIB 

7 

56 

PSCNa 


58 

NaCI 6 5% 

+_ 

59 

KAN 


60 

OLD 


61 

ESC 


62 

TTZ 


63 

POLYB_R 

: 









— 


Insta ted VITEK 2 Systems Vers or : 05.0 
MIC Interpretat on Guideline: 
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/} & S***<4t 

FDA - Northeast Regional Laboratory /c?— /.?- / i- 

bioMerieux Customer: 02633 Laboratory Report Printed Oct 12, 2012 18:37 EDT 

System #: FDA5083805 Autoprint 

Report Version: 1 of 1 


Isolate Group: 716444-5 3k> <* <1 

Bionumber: 010412062763271 
Selected Organism: Staphylococcus aureus 




Comments: 





Identification 

Information 

Card: GP 

h 0t . 242259440 

Number: 

_ . Jan 20, 2014 12:00 

Expires: EST 

„ , . Oct 12, 2012 18:51 

Completed: EDJ 

Status: Final 

S* ls 4 00 hou,s 

Selected Organ'sm 

99% Probability Staphylococcus aureus 

^ „ , Excellent 

Bionumber: 010412062763271 Confidence: j denti fi C ation 


SRF 

Organism 


lAnalysis Orgt i isms and "ests to Separate: 


Analysis Messages: 


[Contraindicating Typical Biopattern(s) 
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bioMerieux Customer: 02633 
System #: FDA5083805 


ft C 

FDA - Northeast Regional Laboratory 

Laboratory Report 


#=■ 7/ C* iStfff 

Printed Oct 13, 2012 04:41 EDT 
Autoprint 
Report Version: 1 of 1 


Isolate Group: 716444-27 R(ooX 
Bionumber: 5357004614465261 
Selected Organism: Bacillus pumilus 


Comments: 


Identification 

Information 

Card: BCL 

!: 0t . 239264220 

Number: 

_ . Mar 9, 2014 13:00 

Expires: EDT 

„ Oct13, 2012 04:55 

Completed: EDT 

Status: Final 

Analysis hours 

Time: 

Selected Organism 

97% Probability Bacillus pumilus 

_ ... Excellent 

Bionumber: 5357004614466261 Confidence: i dentif j cation 


SRF 

Organism 


[Analysis Organisms and Tests to Separate: 


Analysis Messages: 


Contraindicating Typical Biopattern(s; 

Bacillus pumilus ELLM(88),POLYB_R(22), 


Biochemica Details 
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bioMerieux Customer: 02633 
System #: FDA5 083805 


FDA - Northeast Regional Laboratory 

Laboratory Report 


Printed Oct 12. 2012 19:35 EDT 
Autoprint 
Report Version: 1 of 1 


Isolate Group: 7 6444 33 3(a0fl 6-fyk*^ 

Bionumber: 030402616471261 

Selected Organism: Staphylococcus camosus ssp carnosus 


Comments: 


Identification nformation 

Card: GP 

!: 0t . 242259440 

Number: 

,, . Jan 20, 2014 12:00 

Expires: E £T 

„ , „ . Oct 12, 2012 

Completed: 19;51 EDT 

Status: Final 

J nalySiS 5.00 hours 

Time: 

Selected Organism 

90% Probability Staphylococcus carnosus ssp carnosus 

Bionumber: 030402616471261 Confidence: Good identification 

SRF Organism | 

Analysis Orgar isms and Tests to Separate: 


[Analysis Messages: 


Contraindicating Typical Biopattern(s) 
Staphylococcus carnosus ssp T URE(1) 
carnosus y k 
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FDA - Northeast Regional Laboratory 

bioMerieux Customer: 02633 Laboratory Report 

System #: FDA5083805 


Isolate Group: 716444-38 Biaoh* 


(S/n* / / 6*=, Can id s') 


Bionumber: 536003265773731 

Selected Organism: Enterococcus gallinarum 




Printed Oct 12 2012 21 33 EDT 
Autoprint 
Report Version: 1 of 1 


Comments: 


Card: GP 

H 0t . 242259440 

Number: 

_ . Jan 20, 2014 12:00 

Expires: E st 

„ , . Oct 12, 2012 21:51 

Completed: EDT 

Status: Final 

J na| y sis 7 00 hours 

Time: 


Identification 

Information 


Selected Organism 


1 99% Probability Enterococcus gallinarum 

Bionumber: 536003265773731 Confidence: 


Excellent 

identification 


SRF 

Organism 


Analysis Organisms and Tests to Separate: 


Analysis Messages: 


Contraindicating Typical Biopattern(s; 


Biochemical Details 




2 

^MY 

+ 

4 

PIPLC 


5 

dXYL 

+ 

8 

ADH1 

+ 

9 

BGAL 

+_ 

11 

AGLU 


13 

APP4 


14 

CDEX 

+ 

15 

AspA 

+ 

13 

BGAR 


17 

AMAN 


19 

PHOS 


20 

euA 


23 

ProA 


24 

BGURr 


25 

AGAL 

+ 

26 

PyrA 

+_ 

27 

BGUR 


28 

AlaA 


29 

TyrA 

+ 

30 

dSOR 


31 

URE 


32 

POLYB 

+_ 

37 

dGAL 


38 

dR B 


39 

ILATk 


42 

LAC 


44 

NAG 

+ 

45 

dMAL 

+ 

46 

BACI 


47 

NOVO 

+ 

50 

NC6.5 

7 " 

52 

dMAN 

7 ^ 

53 

dMNE 

+ 

54 

MBdG 

+ _ 

56 

PUL 


57 

dRAF 


58 

0129R 

7 ~ 

59 

SAL 

7 ~ 

60 

SAC 

+ 

62 

dTRE 

+_ 

63 

ADH2s 


64 

OPTC 

“ 
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bioMerieux Customer: 02633 
System #: FDA5083805 

3,/W'i 

Isolate Group; 716444,28 Q 


FDA - Northeast Regional Laboratory 

Laboratory Report 




S+^if'ijww 

Printed Oct 12, 2012 20:36 EDT 
Autoprint 
Report Version: 1 of 1 


Bionumber: 0627734553573010 
Selected Organism: Slashline 


Identificatio i nformation 

Card: GN 

I". 0 *.. 241240740 

Number: 

e . Jul 17, 2013 13:00 

Expires: EDT 

_ . Oct 12, 2012 

Completed: 2 0:39 EDT 

Status: Final 

J nalySiS 5.75 hours 

Time: 

Selected Organism 

Slashline 

^ „ , Excellent 

Bionumber: 0627734553573010 Confidence: ; dentifjcation 


|sRF Organism [ 


Analysis Organisms and Tests to Separate: 


Enterobacter cloacae complex 
Enterobacter kobei 
Enterobacter hcirmaechei 
Enterobacter cloacae ssp 
|cloacae 

Enterobacter cloacae ssp 
dissolvent; 

[Enterobacter ludwigii 


UREASE(83),LACTOSE(88),MOB(32),dSORBITOL(94), 
UREASE(87),MOB(52),dSORB TOL(O), 
UREASE(100),LACTOSE(30),MOB(99),dSORBITOL(100), 

UREASE(100),MOB(0),dSORB TOL(IOO), 
UREASE(0),LACTOSE(60),MQB(1 OQ),dSORBITOL(1 00), 


Analysis Messages: 


Contraindicating Typical Biopattern(s) 
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bioMerieux Customer: 02633 
System #: FDA5083805 


ft^^X "P " 

FDA - Northeast Regional Laboratory 

Laboratory Report 


Isolate Group: 716444-88 


* ,.vy 

1-^8 C 6- U ^ 




/o - <1 -fls 


r' 


Printed Oct 12, 2012 20 36 EOT 
Autoprint 
Report Version: 1 of 1 


Bionumber: 0627734553573010 
Selected Organism: Slashline 


Biochemica Details 


2 

APPA 

~ 

3 

ADO 


4 

PyrA 


5 

IARL 


7 

dCEL 


9 

BGAL 

+ 

10 

H2S 


11 

BNAG 

+ 

12 

AGLTp 


13 

dGLU 

+ 

14 

GGT 

+ 

15 

OFF 

+ 

17 

BGLU 

+ 

18 

dMAL 

+ 

19 

dMAN 

+ 

20 

dMNE 

+ 

21 

BXYL 

+ 

22 

BAlap 


23 

ProA 


26 

LIP 


27 

PLE 

+ 

29 

TyrA 

+ 

31 

URE 


32 

dSOR 

+ 

33 

SAC 

~ 

34 

dTAG 


35 

dTRE 

+ 

36 

CIT 
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37 

MNT 

+_ 

39 

5KG 


40 

LATk 


41 

AGLU 


42 

SUCT 

+ 

43 

NAGA 

+ 

44 

AGAL 

+_ 

45 

PHOS 

<+) 

46 

GlyA 

“ 

47 

ODC 

7“ 

48 

LDC 


53 

IHISa 


56 

CMT 


57 

BGUR 


58 

O 29 T 

z 

59 

GG.A<\ 


61 

IMLTa 


62 

ELLM 

: 

64 

ILATa 

; 
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bioMerieux Customer: 02633 
System #: FDA5083805 


FDA - Northeast Regional Laboratory /© — fj „ / ^ 

Laboratory Report Printed Oct 12, 2012 18:54EDT 

Autoprint 
Report Version: 1 of 1 


Isolate Group: 716444-39 StooJ gflW 
Bionumber: 4627734553522010 
Selected Organism: Enterobacter aerogenes 


lComments: 


Identification 

Information 

Card: GN 

l". 01 . 241240740 

Number: 

„ . Jul 17, 2013 13:00 

Expires: EDT 

„ , . Oct 12, 2012 18:54 

Completed: EDT 

Status: Final 

J nalysiS 4.00 hours 

Time: 

Selected Organism 

99% Probability Enterobacter aerogenes 

„ Excellent 

Bionumber: 4627734553522010 Confidence: identif j cat i on 

SRF 1 

Organism 


Analysis Organisms and ~ests to Separate: 

Analysis Messages: 


IContraindicatir g Typical Biopattern(s', 


Biochemica Details 


2 

APPA 


3 

ADO 


4 

PyrA 

~ 

5 

IARL 


1 

dCEL 

*_ 

9 

BGAL 


10 

H2S 


11 

BNA3 

+ 

12 

AGLTp 


13 

dGLU 

+ 

14 

GGT 


15 

OFF 


17 

BGLU 


18 

dMA_ 

+ 

19 

dMAN 

+ 

20 

dMNE 

+ 

21 

BXYL 


22 

BAlap 


23 

ProA 


26 

LIP 


27 

PLE 

+ 

29 

TyrA 

+ 

31 

URE 


32 

dSOR 

+ 

33 

SAC 

__ 

34 

dTAG 


35 

dTRE 

+ 

36 

CIT 

+ _ 

37 

MNT 

+_ 

39 

5KG 


40 

ILATk 

7” 

41 

AGLJ 


42 

SUCT 

+ 

43 

NAGA 


44 

AGAL 

+_ 

45 

PHOS 


46 

GlyA 


47 

ODC 


48 

LDC 


53 

IHISa 


56 

CMT 


57 

BGUR 


58 

0129R 

+2 

59 

GGAA 


61 

IMLTa 


62 

ELLM 

; 

64 

ILATa 

L_ 
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bioMerieux Customer 02633 
System #: FDA5083805 

Isolate Group: 716444-3*3 Mat- 


FDA - Northeast Regional Laboratory 

Laboratory Report 


Xtll/ 

"H " 

Printed Oct 12 2012 20:36 EDT 
Autoprint 
Report Version: 1 of 1 


Bionumber: 0327734553572010 
Selected Organism: Slashline 


Identification Information 

Card: GN 

f". 01 . 241240740 

Number: 

_ . Jul17, 2013 13:00 

Expires: eq T 

„ , 4 . Oct 12, 2012 

Completed: 20:39 EDT 

Status: Final 

J na,ySiS 5.75 hours 

Time: 

Selected Organism 

Slashline 

„ _ . Excellent 

Bionumber: 0627734553572010 Confidence: j dentjficat j on 


SRF Org isr 


[Analysis Organisms and Tests to Separate: 


Enterobacter cloacae complex 
Enterobacter kobei 
Enterobacter hormaecf ei 
Enterobacter cloacae s:;p 
cloacae 

Enterobacter cloacae ssp 
dissolvens 

Enterobacter ludvi/igii 


UREASE(83),LACTOSE(88),MOB(82),dSORBITOL(94), 
UREASE(87),MOB(52),dSORB TOL(O), 
UREASE(100),LACTOSE(30),MOB(99),dSORBITOL(100), 
UREASE(100),MOB(0),dSORBlTOL(100), 
UREASE(0),LACTOSE(60),MOB(100),dSORBITQL(100). 


Analysis Messages: 


Contraindicating Typical Biopattern(s; 
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bioMerieux Customer: 02633 
System #: FDA5 083805 


A-h*c<-^jc "H" 

FDA - Northeast Regional Laboratory 

Laboratory Report 


f c ? — — /i 

K 

Printed Oct 12, 2012 20:36 EDT 
Autoprint 
Report Version: 1 of 1 


Isolate Group: 716444-3*1 Hfi-C 
Bionumber: 0627734553572010 
Selected Organi sm: Slashline 


Biochemica Details 



2 

APPA 


3 

ADO 


4 

PyrA 


5 

IARL 


7 

dCEL 

+ 

9 

BGAL 

+ 

10 

H2S 


11 

BNAG 

+ 

12 

AGLTp 


13 

dGLU 

+ 

14 

GGT 

+ 

15 

OFF 

+ 

17 

BGLU 

+ 

18 

dMAL 

+ 

19 

dMAN 

+ 

20 

dMNE 

+ 

21 

BXYL 

+_ 

22 

BAlap 


23 

ProA 


26 

LIP 


27 

PLE 

+ 

29 

TyrA 

+ 

31 

URE 


32 

dSOR 

+ 

33 

SAC 


34 

dT^G 


35 

dTRE 

+ 

36 

CIT 

+ 

37 

MNT 

+ 

39 

5KG 

~ 

40 

LATk 

“ 

41 

AGLU 


42 

SUCT 

+ 

43 

NAGA 

+_ 

44 

AGAL 


45 

PHOS 


46 

GlyA 


47 

ODC 

“ 

48 

LDC 


53 

IHISa 


56 

CMT 


57 

BGUR 
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E 

59 
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E 

61 
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L_ 

62 
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1_ 

64 

ILATa 

_ 
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FDA - Northeast Reg onal Laboratory 


bioMerieux Customer: 02633 Laboratory Report 

System #: FDA5083805 


Isolate Group: 716444-40 




Bionumber: 400101 1 001 1 00000 

Selected Organism: Pseudomonas fluorescens 


/o ^-13^/is 

Printed Oct 12 2012 20:36 EDT 
Autoprint 
Report Version: 1 of 1 


IComments: 


Card: 

GN 

Lot 

Number: 

241240740 

Expires: 

Jul 17, 2013 13:00 

EDT 

Completed: 

Oct 12, 2012 20:39 
EDT 

Status: 

Final 

Analysis 

Time: 

5 75 hours 


Identification 

Information 


Selected Organism 


99% Probability Pseudomonas fluorescens 

Bionumber: 4001011001100000 Confidence: 


Excellent 

identification 


SRF 

Organism 


Analysis Orgat isms and Tests to Separate: 


Analysis Wless ages: 


Contraindicating Typical Biopattern(s; 


Biochemica Details 


? 

APPA 


3 

ADO 


4 

PyrA 

+ 

5 

IARL 


7 

dCEL 


9 

BGAL 


10 

H2S 


11 

BNAG 


12 

AGLTp 


13 

dGLU 

+ 

14 

GGT 


15 

OFF 


17 

BGLU 


18 

dMAL 


19 

dMAN 


20 

dMNE 

+ 

21 

BXYL 


22 

BAlap 


23 

ProA 


26 

LIP 


27 

PLE 


29 

TyrA 


31 

URE 


32 

dSOR 

- 

33 

SAC 


34 

dTAG 


35 

dTRE 


36 

CIT 

+_ 

37 

MNT 


39 

5KG 

40 

ILATk 

7 * 

41 

AGLU 


42 

SUCT 


43 

NAGA 


44 

AGAL 


45 

PHOS 


46 

GlyA 


47 

ODC 


48 

LDC 


53 

IHISa 


56 

CMT 


57 

BGUR 


58 

0129R 


59 

GGAA 


61 

IMLTa 


62 

ELLM 

; 

64 

ILATa 

L_ 
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FDA - Northeast Regional Laboratory 

bioMerieux Customer: 02633 Laboratory Report 

System #: FDA5083805 

Isolate Group: 71644440-1 (S/WaIV 

Bionumber: 0003001002000040 
Selected Organism: Pseudomonas stutzeri 


7 !(*■ Wif 
A 

Printed Oct 16, 2012 18:14 EDT 
Autoprint 
Report Version: 1 of 1 


Comments: 


Identification 

Information 

Card: GN 

!: 0t . 241240740 

Number: 

Jul 17, 2013 13:00 
Expires: EDT 

„ Oct 16, 2012 18:31 

Completed: EDT 

Status: Final 

J na,ysis 7.00 hours 

Time: 

Selected Organism 

99% Probability Pseudomonas stutzeri 

^ Excellent 

Bionumber: 0003001002000040 Confidence: identification 


SRF 

Organism 


[Analysis Organisms and Tests to Separate: 


Analysis Messages: 


[contraindicating Typi :al Biopatternts' 


Biochemica Details 




2 

APPA 


3 

ADO 


4 

PyrA 


5 

IARL 


7 

dCEL 


9 

BGAL 


10 

H2S 


11 

BNAG 


12 

AGLTp 


13 

dGLU 

+ 

14 

GGT 

+ 

15 

OFF 


17 

BGLU 


18 

dMAL 


19 

dMAN 


20 

dMNE 


21 

BXYL 


22 

BA ap 


23 

ProA 

+ 

26 

LIP 


27 

PLE 


29 

TyrA 


31 

URE 

(-) 

32 

dSOR 


33 

SAC 


34 I 

dTAG 


35 

dTRE 


36 

CIT 


37 

MNT 

+ 

39 

5 KG 


40 

LATfc 


41 

AGLU 


42 

SUCT 


43 

NAGA 


44 

AGAL 


45 

PHOS 


46 

GlyA 


47 

ODC 


48 

LDC 


53 

HISa 


56 

CMT 


57 

BGUR 


58 

0129R 


59 

GGAA 


61 

IMLTa 

1_ 

62 

ELLM 

z 

64 

ILATa 

: 
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bioMerieux Customer: 02633 
System #: FDA5083805 



FDA - Northeast Regional Laboratory 


lUo Hmi 

(o - (£, „ 1^- 


Laboratory Report Printed Oct 16, 2012 19.12 edt 

Autoprint 
Report Version: 1 of 1 


Isolate Group: 71644440-3 f'/tOvM tfe-C Gm J&w 

Bionumber: 4001001001000000 

Selected Organism: Pseudomonas fluorescens 


Comments: 


Identification 

Information 

Card: GN 

h 0t . 241240740 

Number: 

_ . Jul 17, 2013 13:00 

Expires: EDT 

, J Oct 16 2012 19:30 
Completed: EDT 

Status: Final 

Analysis g 00 hours 

Selected Organism 

93% Probability Pseudomonas fluorescens 

_ ... Very good 

Bionumber: 4001001001000000 Confidence: ;dentifjcat j on 


SRF 

Organism 


[Analysis Orgai isms and Tests to Separate: 


Analysis Messages: 


Contraindicating Typical Biopattern(s; 
Pseudomonas fluorescens ILATk(76),TyrA(99), 


Biochemica Details 


2 

APPA 


3 

ADO 


4 

PyrA 

+ 

5 

IARL 


7 

dCEL 


9 

EGAL 

7 - 

10 

H2S 


11 

BNAG 


12 

AGLTp 


13 

dGLU 

+ 

14 

GGT 


15 

OFF 

17 

BGLU 


18 

dMAL 


19 

dMAN 


20 

dMNE 


21 

BXYL 


22 

BAap 

- 

23 

ProA 


26 

LIP 


27 

PLE 


29 

TyrA 


31 

URE 


32 

dSOR 

33 

SAC 


34 

dTAG 


35 

dTRE 


36 

CIT 

+_ 

37 

MNT 


39 

5KG 


40 

ILATk 


41 

AGLU 


42 

SUCT 


43 

NAGA 


44 

agal 


45 

PHOS 


46 

GlyA 


47 

ODC 


48 

LDC 


53 

IH'Sa 


56 

CMT 


57 

BGUR 


58 

0129R 


59 

GGAA 


61 

IMLTa 

n 

62 

ELLM 

: 

64 

LATa 

1_ 
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bioMerieux Customer: 02633 
System #: FDA5083805 


FDA Northeast Regional Laboratory 

Laboratory Report 


(Sw*-# HLwof 

Printed Oct 12, 2012 22:31 EDT 
Autoprint 
Report Version: 1 of 1 


Isolate Group: 716444-41 6 

Bionumber: 040000122731631 

Selected Organism: Leuconostoc mesenteroides ssp dextranicum 


Comments: 


Identification Information 

Card: GP 

*, 0t . 242259440 

Number: 

_ . Jan 20, 2014 12:00 

Expires: EST 

_ 14 . Oct 12. 2012 

Completed: 22:51 EDT 

Status: Final 

Anahtsis 8 0Q hours 

Selected Organism 

89% Probability Leuconostoc mesenteroides ssp dextranicum 

Bionumber: 040000122731631 Confidence: Good identification 


SRF Organism . | ~ 

Analysis Orgar isnis and Tests to Separate: 


Analysis Messages: 


Contraindicating Typical Biopattern(s) 

Leuconostcc mesenteroides ssa | LAT k(1),AlaA(4>,POLYB(12), 
dextranicum 


Biocherniea Details 


2 

AMY 


4 

PIPLC 

__ 

5 

dXYL 

- 

8 

ADH1 


9 

BGAL 


11 

AGLU 


13 

APPA 


14 

CDEX 


15 

AspA 


16 

BGAR 


17 

AMAN 


19 

PHOS 


20 

Leu A 


23 

ProA 


24 

BGURr 


25 

AGAL 


26 

PyrA 


27 

BGUR 


28 

AlaA 


29 

TyrA 


30 

dSOR 


31 

URE 


32 

POLYB 

+_ 

37 

dGAL 


38 

dRB 


39 

ILATk 


42 

LAC 


44 

NAG 

+ 

45 

dMAL 

+_ 

46 

BACI 


47 

NOVO 


50 

NC6.5 

7 “ 

52 

dMAN 


53 

dMNE 

+ 

54 

MBdG 


56 

PUL 


57 

dRAF 

” 

58 

0129R 


59 

SAL 

~ 

60 

SAC 

+_ 

62 

dTRE 

+_ 

63 

ADH2s 


64 

OP1C 
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bioMerieux Customer: 02633 
System #: FDA5083805 

Isolate Group: 716444-41 M 


"H " 

FDA - Northeast Regional Laboratory 

Laboratory Report 


4t^7 llo t/ty 

r' 

Printed Oct 13,2012 08:31 EDT 
Autoprint 
Report Version: 1 of 1 


Bionumber: 4400104000004110 
Selected Organism: Low Discrimination 


Comments: 





Identificatio i 
information 

Card: YST 

Number: 243250120 

Oct 19, 2013 13:00 
Expires: EDT 

„ , . Oct 13, 2012 09.05 

Completed: EDT 

Status: Final 

J na| y siS 18.25 hours 

Time: 

Selected Organism 

Low Discrimination 

Bionumber: 4400104000004110 Confidence: Low discrimination 


SRF 

Organism 


Analysis Organisms and Tests to Separate: 

Low Discrimination Organism 

Candida kmsei H''PH/PH(100),dXYLOSEa(0). 

Candida inconspicua/ ambica 

Candida lambic a HYPH/PH(100),dXYLOSEa(100), 

Candida inconspicua HYPH/PH(0),dXYLQSEa(0), 


Analysis Messages: 

See product rformat on for additional information. 


Contraindicating Typical Biopattern(s) 


Installed VITEK 2 Systems Vers or: 05.0'' 
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. - A 

FDA - Northeast Regional Laboratory 

bioMerieux Customer: 02633 Laboratory Report 

System #: FDA5083805 

Isolate Group: 716444 4 1 M £A 

Bionumber: 4400104000004110 
Selected Organism: Low Discrimination 


r' 

Printed Oct 13 2012 08:31 EDT 
Autoprint 
Report Version: 1 of 1 


Biochemica Details 


3 

LysA 


4 

IMLTa 


5 

LeuA 

+ 

7 

ARG 


10 

ERYa 


12 

GLYLa 


13 

TyrA 


14 

BNAG 


15 

ARBa 


18 

AMYa 


19 

dGALa 


20 

GENa 


21 

dGLUa 

+ 

23 

LACa 


24 

MAdGa 


26 

dCELa 


27 

GGT 


28 

dMALa 


29 

dRAFa 


30 

NAGA1 


32 

dMNEa 

+ 

33 

dMELa 


34 

dMLZa 


38 

ISBEa 


39 

IRHAa 


40 

XLTa 


42 

dSORa 


44 

SACa 


45 

URE 


46 

AGLU 


47 

dTURa 


48 

dTREa 


49 

N03a 


51 

lARAa 


52 

dGATa 


53 

ESC 


54 

IGLTa 


55 

dXYLa 


56 

LATa 

7~ 

58 

ACEa 

+ 

59 

CITa 


60 

GRTas 


61 

IPROa 

W1 

62 

2KGa 


63 

NAGa 


64 

dGNTa 

_ 
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FDA - Northeast Regional Laboratory lO ~ I fc -/ i- 

bioMerieux Customer: 02633 Laboratory Report Printed Oct 16, 2012 18:13 EDT 

System #: FDA5083805 Autoprint 

Report Version: 1 of 1 


Isolate Group: 716444-38 ^ 

Bionumber: 536003265773771 

Selected Organism: Enterococcus gallinarum 


Comments: 


Identification 

Information 

Card: GP 

Number: 242259440 

_ . Jan 20, 2014 12:00 

Expires: E g T 

_ Oct 16, 2012 18:30 

Completed: EDT 

Status: Final 

* nal>SlS 7.00 hours 

Time: 

Selected Organism 

99% Probability Enterococcus gallinarum 

Bionumber: 536003265773771 Confidence: jdemiffcation 


SRF 

Organism 


[Analysis Organisms and Tests to Separate: 


Analysis Messages: 


Contraindicating Typical Biopattern(s; 


Biochemica Details I 

2 

AMY 

+ 

4 

PIPLC 


5 

dXYL 

+ 

8 

ADH1 

+ 

9 

BGAL 

+ 

11 

AGLU 


13 

APPA 


14 

CDEX 

+ 

15 

AspA 

+ 

16 

BGAR 


17 

AMAN 


IS 

PHOS 


20 

-euA 

(i_ 

23 

ProA 


24 

BGURr 


25 

AGAL 

+ 

25 

PyrA 

+ 

27 

BGUR 


28 

AlaA 


29 

TyrA 

+ 

30 

dSOR 


31 

URE 


32 

POLYB 

+ 

37 

dGAL 

+ 

38 

dRB 

+ 

39 

ILATk 


42 

LAC 

+ 

44 

NAG 

+ 

45 

dMAL 

+ 

46 

BACI 

+_ 

47 

NOVO 

+ 

50 

NC6 5 

+” 

52 

dMAN 

7~ 

53 

dMNE 

+ 

54 

MBdG 

+ 

56 

PUL 


57 

dRAF 

1 

58 

0129R 

7" 

59 

SAL 

~ 

60 

SAC 

+ 

62 

dTRE 

+ 

63 

ADH2s 

+ 

64 

OPT C 

HI 
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# 7 /(& 

FDA - Northeast Regional Laboratory ^ - 7 *- 

bioMerieux Customer: 02633 Laboratory Report Printed Oct 17, 2012 01 :23 EDT 

System #: FDA5083805 Autoprint 

Report Version: 1 of 1 


Isolate Group: 716444-5 /mJ 

Bionumber: 0323010100406421 
Selected Organism: Slashline 


Comments: 


Identification Information 

Card: BCL 

Lot 

Number: 

239264220 

Expires: 

Mar 9, 201^- 13:00 
EDT 

„ 14 . Oct 17, 2012 

Completed: 01;45EDT 

Status: 

Final 

Analysis 

Time: 

14.25 hours 

Selected Organism 

Bionumber: 0323010100406421 

Slashline 


Confidence: 

Excellent 

identification 

SRF Organism | 1 

Analysis Organisms and Tests to Separate: 





Bacillus 

cereus/thuringiensis/mycoides 
Bacillus cereus 

Bacillus mycoidas 

Bacillus thuring ensis 

TOX.CRYST.(0),RHIZOIDcol(0), 

TOX.CRYST.(0),RHIZOIDcol(100), 

TOX.CRYST.(10d),RHIZO'Dcol(0), 




Analysis Messages: 

Contraindicating Typical Biopattern(s) 





Bacillus 

cereus/thuring'ensis/mycoides 

ELLM(84), 






mstalled VITEK 2 Systems Version: 05.01 
MIC Interpretation Guideline: 

AES Parameter Set Name: 


Therapeutic Interpretation Guideline: 
AES Parameter Last. Modified: 

Page 1 of 2 


FDAE00276745 





bioMerieux Customer: 02633 
System #: FDA5083805 


^ * 0 11 

FDA - Northeast Regional Laboratory 

Laboratory Report 



So >- ft- 


Printed Oct 17, 2012 01 23EDT 
Autoprint 
Report Version: 1 of 1 


Isolate Group: 716444-9 

Bionumber: 0323010100406421 
Selected Organism: Slashline 


Biochemica Details 

i 

BXYL 


3 

LysA 


4 

AspA 


5 

LeuA 

+ 

7 

PheA 

+ 

8 

ProA 


9 

BGAL 


10 

PyrA 

+ 

11 

AGAL 


12 

AlaA 

+ 

13 

TyrA 

+ 

14 

BNAG 

(-) 

15 

APPA 


18 

CDEX 


19 

dGAL 


21 

GLYG 

+ 

22 

INO 


24 

MdG 


25 

ELLM 


26 

MdX 


27 

AMAN 


29 

MTE 

(+) 

30 

GlyA 


31 

dMAN 


32 

dMNE 


34 

dMLZ 


36 

NAG 

(-) 

37 

PLE 


39 

IRHA 


41 

BGLU 


43 

BMAN 


44 

PHC 


45 

PVATE 


46 

AGLU 


47 

dTAG 


48 

dTRE 

LL 

50 

INU 


53 

dGLU 


54 

dRIB 

(+) 

56 

PSCNa 


58 

NaCI 6.5% 


59 

KAN 

+ 

60 

OLD 


61 

ESC 


62 

TTZ 


63 

POLYB_R 

+ 








Installed VITEK 2 Systems Version: 05.0' 

MIC Interpretation Guideline: 

AES Parameter Set Name: 

Page 2 of 2 


Therapeutic Interpretation Guideline: 
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FDA - Northeast Regional Laboratory 




boMerieux Customer: 02633 Laboratory Report Printed Oct 20, 2012 06:23 EDT 

System #: FDA5083805 Autoprint 

Report Version: 1 of 1 

Iso ate Group: 716444-40 Pfowx ^Pi'kfC CJ2*ri,e$) . 

Bionumber: 6504104203237431 
Selected Organism: Rhodotorula minuta 


Comments: 


Identification 

Information 

Card: YST 

NuLt: 243250120 

_ . Oct 19, 2013 13:00 

Expires: EDT 

_ 14 . Oct 20, 2012 06:55 

Completed: ED y 

Status: Final 

Sf s 18 25 

Selected Organism 

93% Probability Rhodotorula minuta 

- .. . Very good 

Bionumber: 6504104203237431 Confidence: identi fj cat j 0n 


SRF 

Organism 


Analysis Organisms and Tests to Separate: 


Analysis Messages: 


Contraindicating Typical Biopattern(s) 

Rhodotorula minuta dGATa(10),IPRQa(10), 


Biochemical Details 1 

3 

LysA 


4 

IMLTa 

+ 

5 

LeuA 

+ 

7 

ARG 

+ 

10 

ERYa 


12 

GLYLa 


-3 

TyrA 


14 

BNAG 


15 

ARBa 


18 

AMYa 


19 

dGALa 


20 

GENa 

* _ 

21 

dGLUa 

+ 

23 

LACa 


24 

MAdGa 


26 

dCELa 


27 

GGT 


28 

dMALa 


29 

dRAFa 


30 

NAGA1 


32 

dMNEa 

+ 

33 

dMELa 


34 

dMLZa 

+ 

38 

ISBEa 


39 

IRHAa 


40 

XLTa 


42 

dSORa 

- 

44 

SACa 

(+) 

45 

URE 

+_ 

46 

AGLU 


47 

dTURa 


48 

dTREa 


49 

N03a 


51 

lARAa 

+ 

52 

dGATa 

+_ 

53 

ESC 


54 

iGLTa 


55 

dXYLa 


56 

LA.Ta 

+~ 

58 

ACEa 


59 

CITa 


60 

GRTas 


61 

IPROa 


62 

2KGa 

+2 

63 

NAGa 

- 

64 

dGNTa 

+ 












Installed VITEK 2 Systems Version: 05.0 
MIC Interpretation Guideline: 

AES Parameter Set Name: 

Page 1 of 1 


T erapeutic Interoretation Guideline: 
AES Parameter Last Modified: 


FDA_E00276747 










FDAE00276748 




FDA - Northeast Reg onal Laboratory 

bioMerieux Customer: 02633 Laboratory Report 

System #: FDA5083805 

Isolate Group: 7:64448-1 r'/ Al.mi 

Bionumber: 5376100204402020 
Selected Organism: Low Discrimination 


<-(«? 

n- i-t-L. 

Pointed Nov 6 2012 07:48 EST 
Autoprint 
Report Version: 1 of 1 


Comments: 


Identification nformation 

Card: BCL 

!- 0t . 239264220 

Number: 

Mar 9, 2314 13:00 
Expires: EDT 

_ ,, , Nov 6, 2012 

Completed. 08:14EST 

Status: F nal 

Analysis 14 25 , 3urs 

Time: 

Selected Organism 

Low Discrimination 

Bionumber: 5376100204402020 

Confidence: Low d scrimination 

SRF Orqar ism 1 — J 

Analysis Organisms and ' r ests to Separate: 



Low Discrimination Organism 
Lysinibacillus 

sphaericus/Lysinibaci lus fusiform s 
Lysinioacillus fusiformis 

Lysinibacillus sphaericus 

Bacillus lentus 

N03(10),CellCha : ns(90),LACTATEa(90), SPORE R(90) 
N03(10),Ce lCha ns(10),LACTATEa(90), SPORE R(90), 
N03(90),Ce'ICha ns(80),LACTATEa(10), SPORE R(10), 


Analysis Messages: 


IContraindicating Typical Biopattern(s; 


Lysinibaci lus BGLU(3),AGAL(17),BXYL(5),AlaA(93),ELLM(93),BGAL(12), 

sphaericus/Lysinibacillus fusiformis 

Bacillus jentus AM AN (80) APP A(3) , AspA(8) , E LLM (92) , AG LU(77) , G lyA 3) , 


Installed VITEK 2 Systems Versior 05.0' 
MIC Interpretation Guideline: 

AES Parameter Set Name' 


Therapeutic nterpretation Guideline: 
AES Parameter Last Modified: 

Page 1 of 2 


FDAE00276750 




./ * 


bioMerieux Customer: 02633 
System #: FDA5083805 


FDA - Northeast Regional Laboratory 

Laboratory Report 


*£- II L g t(if 

Printed Nov 6, 2012 07:48 EST 
Autoprint 
Report Version: 1 of 1 


Isolate Group: 7164448-1 

Bionumber: 5376100204402020 
Selected Organism: Low Discrimination 


Biochemica Details 

i 

BXY- 

+ 

3 

LysA 


4 

AspA 

+ 

5 

LeuA 

+ 

7 

PheA 

+ 

8 

ProA 


g 

BGAL 

+ 

10 

PvrA 

+ 

11 

AGAL 

+ 

12 

AlaA 


13 

TyrA 

+ 

14 

BNAG 

+ 

15 

APPA 

T 

18 

CDEX 


19 

dGAL 


21 

GLYG 


22 

INO 


24 

MdG 


25 

ELLM 


26 

MdX 


27 

AMAN 


29 

MTE 


30 

GlyA 

+ 

31 

dMAN 


32 

dMNE 


34 

dMLZ 


36 

NAG 


37 

PLE 


39 

IRHA 


41 

BGLU 


43 

BMAN 


44 

PHC 


45 

PVATE 

(+T 

46 

AGLU 


47 

dTAG 


48 

dTRE 


50 

INU 


53 

dGLU 


54 

dRIB 


56 

PSCNa 


58 

NaCI 6.5% 


59 

KAN 


60 

OLD 


61 

ESC 

+ 

62 

TTZ 


63 

POLYB_R 

z 
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FDA_E00276751 




FDA - Northeast Regional Laboratory 


ii - 7- /v- 


bioMerieux Customer: 02633 Laboratory Report 

System #: FDA5083805 


Isolate Group: 7164449-1 /I / r *<L 

Bionumber: 030000416061061 

Selected Organism: Staphylococcus carnosus ssp carnosus 


Printed Nov 5. 2012 23.44 ES" 
Autoprint 
Report Version: 1 of 1 


Identificatio i nformation 

Card: GP 

Lot 

Number: 

242259440 

Expires: 

Jan 20, 2014 12:00 
EST 

„ Nov 5, 2012 

Completed: 23;59 EST 

Status: 

Final 

Analysis 

Time: 

6 00 hours 


86% Probability 

Staphylococcus carnosus ssp carnosus 

Selected Organ'sm 

Bionumber: 030000416061061 



Confidence: 

Acceptab e 
ident'fication 

SRF Orqar ism I 



Analysis Orgai isms and Tests to Separate: 

Analysis Messages: 

Contraindi:ating Typical Biopattern(s) 





Staphylococcus carnosus ssp 
carnosus 

NAG(97),URE(1),0129R(99) 






B : ochemica Details 




2 

AMY 


4 

PIPLC 


5 

dXYL 


8 

ADH1 

+ 

9 

BGAL 

\+ 

ii 

AGLU 

__ 

13 

APPA 


14 

CDEX 


15 

AspA 


16 

BGAR 


17 

AMAN 


[19 

PHOS 

_ 

20 

_euA 

. 

23 

ProA 


24 

BGURr 


25 

AGAL 


26 

PyrA 

(-T 

27 

BGUR 


28 

AlaA 


29 

TyrA 


30 

dSOR 

+ 

31 

URE 

+ 

32 

POLYB 


37 

dGAL 

1_ 

38 

dR'B 


39 

ILATk 

+ 

42 

LAC 

+ 

44 

NAG 


45 

dMAL 


46 

BACI 


47 

NOVO 


50 

NC6.5 

7~ 

52 

dMAN 

+ 

53 

dMNE 

+ 

54 

MBdG 


56 

PUL 


57 

dRAF 


58 

0129R 


59 

SAL 


60 

SAC 


62 

dTRE 

+ 

63 

ADH2s 


64 

OPTO~ 

E 






z 









— 

— 


— 
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FDAE00276752 





bioMerieux Customer: 02633 
System #: FDA5083805 


FDA - Northeast Regional Laboratory 




//- “ 7 — * 2 - 


Laboratory Report Printed Nov 6 2012 07:48 est 

Autoprint 
Report Version: 1 of 1 


Isolate Group: 71644427-1 




Bionumber: 5356104614466261 
Selected Organism: Bacillus pumilus 






Identification 

Informat on 

Card: BCL 

!: 0t . 239264220 

Number: 

Mar 9, 2014 13:00 
Expires: EDT 

. J Nov 6, 2012 08:14 
Completed: E gy 

Status: Final 

Analysis 14 25 hours 

Time: 

Selected Organism 

94% Probability Bacillus pumilus 

„ ... Very good 

Bionumber: 5356104614466261 Confidence: identif j cation 


SRF 

Organism 


lAnalysis Organisms and Tests to Separate: 


Analysis Messages: 


Contraindicating Typical Biopattem(s) 

Bacillus pumilus AspA(5),ELLM(88),POLYB_R(22), 


Biochemica Deta Is 


1 

BXY- 

” 

13 

LysA 

— 

4 

AspA 

7 

5 

LeuA 

+ 

1 

PheA 


8 

°roA 


9 

BGAL 

“ 

10 

PyrA 


11 

AGAL 

+ 

12 

Ala A 


13 

TyrA 


14 

BNAG 

±_ 

15 

APPA 


ia 

CDEX 


19 

dGAL 


21 

GLYG 


22 

INO 


24 

MdG 


25 

ELLM 


26 

MdX 


27 

AMAN 

+ 

29 

MTE 


30 

GlyA 


31 

dMAN 


32 

dMNE 

+ 

34 

dMLZ 


36 

NAG 


37 

PLE 


39 

IRHA 


41 

BGLU 


43 

BMAN 

I 1 

44 

PHC 


45 

PVATE 

+ 

46 

AGLU 


47 

dTAG 


48 

dTRE 


50 

INU 


53 

dGLU 

“ 

54 

dRIB 

+ 

56 

PSCNa 


58 

NaCI 6.5% 


59 

KAN 

_ 

60 

OLD 


6_ 

ESC 


62 

TTZ 

(+) 

63 

POLYB_R 

t— 




_ 

— 


— 


Installed VITEK 2 Systems Version: 05.0' 
MIC Interpretation Guideline: 
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FDA_E00276753 





bioMerieux Customer: 02633 
System #: FDA5083805 


*«r<f 

FDA • Northeast Regional Laboratory /( _ ((^ ^ 

/■" 

Laboratory Report Printed Nov is 2012 02.11 est 

Autoprint 
Report Version: 1 of 1 


Isolate Group: 716444-27 

Bionumber: 5346104614565260 
Selected Organisrr : Bacillus pumilus 



[Comments: 


Identification 

Information 

Card: BCL 

h 0t u 239248520 

Number: 

_ . Oct 3, 20'3 13:00 

Expires: EDT 

, Nov 15. 2012 02:25 

Completed: E g T 

Status: Final 

Analysis 1400 hours 

Time: 

Selected Organism 

93% Probabili-.y Bacillus pumilus 

„ r . , Very gooc 

Bionumber: 53461 046 1 4566260 Confidence: jdentifica* on 


SRF 

Organism 


[Analysis Organ isms and Tests to Separate: 


I Analysis Messages: 


Contraindicating Typical Biopattern(s) 

Bacillus pumilus APPA(17),AspA(5),ELLM(88),BMAN(22), 


Biochemica Deta Is 


1 

BXY 

_ 

T 

LysA 

. 

4 

AspA 

+ 

5 

LeuA 

+ 

7 

PheA 


8 

ProA 


9 

BGAL 

~ 

~ 

PyrA 


11 

AGAL 

+ 

12 

AlaA 


13 

TyrA 


14 

BNAG 

(+) 

15 

APPA 


18 

CDEX 


19 

dGAL 


21 

GLYG 


22 

INO 


24 

MdG 


25 

ELLM 


26 

MdX 


27 

AMAN 

+ 

29 

MTE 


30 

GlyA 


31 

dMAN 

+ 

32 

dMNE 

+ 

34j 

cMLZ 


36 

NAG 


37 

PLE 


39 

IRHA 


41 

BGLU 

t 

43 

BMAN 

+ 1 

44 

PHC 


45 

PVATE 

+ 

46 

AGLU 


47 

dTAG 

* _ 

48 

dTRE 

(+) 

50 

INU 


53 

dGLU 

+ 

54 

dRIB 

+ 

56 

PSCNa 


58 

NaCI 6.5% 


59 

KAN 


60 

OLD 


61 

ESC 


62 

TTZ 

ET 

63 

POLYB_R 


; 







— 


Installed VITEK 2 Systems Vers on: 05.0 
MIC Interpretaton Guide ine 
AES Pararnete' Set Name. 

Page 1 of 1 
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AES Parameter Last Modified: 


FDAE00276754 





. » 


K ( 7( 


FDA - Northeast Regional Laboratory 

bioMerieux Customer: 02633 

System #: FDA5083805 

Laboratory Report 

Printed Nov 5 2012 23:44 EST 
Autoprint 
Report Version: 1 of 1 


Isolate Group: 71644432-1 ft »// 

Bionumber. 011030102000000 
Selected Organism: Slashline 


Comments: 


Identification Information 

Card: GP 

Lot 

Number: 

242259440 

. Jan 20, 2014 

Expires: 12:00 E g T 

„ . Nov 5, 2012 

Completed: 23:59 EST 

Status: 

Final 

J na,ysis 6.00 hours 

Time: 

Selected Organism 

Slashline 

Bionumber: 011030102000000 


_ ... Excellent 

Confidence: j dent jfi cat j 0n 

SRF Orgarism 1 — — — 

Analysis Organisms and Tests to Separate: 




Dermacoccus 

nishinom ye ens s/Kytococcus 
sedentarius 

Dermacoccus n shinomiyaensis 
Kvtococcjs sedertarius 

NaCI 7.5%(1 ),Arg.hydr.(1 ), 
NaCI 7.5% (99) , Arg . hydr. (99) , 




Analysis Messages: 


IContraindicating Typical Biopattern(s) 


Installed V'TEK 2 Systems Version: 05.0' 

MIC Interp'etat cn Gu de ine: 

AES Paramete' Set Name: 

Page 1 of 2 


T ierapeutic Interpretation Guideline: 
AES Parameter Last Modified: 


FDAE00276755 





bioMerieux Customer: 02633 
System #: FDA5083805 


/ i* 

FDA • Northeast Regional Laboratory 


S<<4~r^ 


Laboratory Report Printed Nov 5 2012 23.44 est 

Autoprint 
Report Version: 1 of 1 


Isolate Group: 71644432-1 
Bionumber: 01 1 0301 02000000 
Selected Organism: Slashline 


Biochemica Details 


2 

AMY 

_ 

4 

PIPLC 


5 

dXYL 


8 

ADH1 

+ 

9 

BGAL 


11 

AGLU 


13 

APPA 


14 

CDEX 


15 

AspA 


16 

BGAR 


17 

AMAN 


19 

PHOS 

- 

20 

LeuA 

+ 

23 

ProA 

+ 

24 

BGURr 


25 

AGAL 


26 

PyrA 


27 

BGUR 

28 

Ala A 


29 

TyrA 

-) 

30 

dSOR 


31 

URE 


32 

POLYB 


37 

dGAL 

38 

dRIB 


39 

ILATk 

r 

42 

LAC 


44 

NAG 


45 

dMAL 


46 

BACI 

- 

47 

NOVO 


50 

NC6.5 


52 

dMAN 


53 

dMNE 


54 

MBdG 


56 

PUL 

57 

dRAF 


58 

0129R 


59 

SAL 


60 

SAC 


62 

dTRE 


63 

ADH2s 


64 

OPTO 










z 

! 
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FDAE00276756 




bioMerieux Customer: 02633 
System #: FDA5083805 


FDA - Northeast Regional Laboratory 

Laboratory Report 


(( —1 — /2- 

Printed Nov 5, 2012 23:29 EST 
Autoprint 
Report Ye sion: 1 of 1 


Isolate Group: 7 644433-1 yC/ Hi.*,! 
Bionumber: 030402416461061 

Selected Organism: Staohylococcus carnosus ssp carnosus 


Comments: 


Identification Information 

Card: GP 

Liber: 242259440 

Jan 20, 2014 12:00 
Expires: E g T 

„ , . Nov 5, 2012 

Completed: 23:4 3 EST 

Status: Final 

?iml ySiS 5 75 hours 

Selected Organism 

95% Probability Staphylococcus carnosus ssp carnosus 

~ . Very good 

Bionumber: 030402416461061 Confidence: identifjcat i on 

SRF Organism | 

Analysis Organisms and Tests to Separate: 


Analysis Messages: 


Contraindicating Typical Biopattern(s; 
Staphylococcus carnosus ssp 
carnosus 


Biochemica Details 



? 

AMY 


4 

PIPLC 


5 

dXYL 


8 

ADH1 

+ 

9 

BGAL 

+ 

11 

AGLU 


13 

APPA 


14 

CDEX 


15 

AspA 


16 

BGAR 


17 

AMAN 


19 

PHOS 


20 

i_euA 


23 

ProA 


24 

BGURr 


25 

AGAL 


26 

PyrA 

+_ 

27 

BGUR 


28 

AlaA 


29 

TyrA 


30 

dSOR 

+ 

31 

URE 

+ 

32 

POLYB 


37 

dGAL 


38 

dR B 


33 

LA'k 

71 

42 

LAC 

+ 

4-4 

NAG 


45 

dMAL 


46 

BACI 


47 

NOVO 


50 

NCe,5 

7~ 

52 

dMAN 

+ 

53 

dMNE 

+ 

54 

MBdG 


56 

PUL 


57 

dRAF 


53 

0129R 


59 

SAL 


60 

SAC 


62 

dTRE 

+_ 

63 

ADH2s 


64 

OPTO 

+_ 






z 














— 
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FDA_E00276757 




bioMerieux Customer: 02633 
System #: FDA5083805 


FDA - Northeast Regional Laboratory 




tt — >z~ 


Laboratory Report Printed Nov 5, 2012 23 43 est 

Autoprint 
Report Ve^s on: 1 of 1 


Isolate Group: 7 1644439-1 p{ a*** Afo-r. «/ . 

Bionumber: 052/735553573010 
Selected Organism: Slashline 


Comments: 


Identificatio i nformation 

Card: GN 

I". 01 . 241244240 

Number: 

Aug 21, 2013 13:00 
Expires: EDT 

, Nov 5, 2012 

Completed: 23:58 EST 

Status: Final 

J na,ysiS 6.00 hours 

T me: 

Selected Organism 

Slashline 

Bionumber: 0627735553573010 

_ . Excellent 

Confidence: identification 

SRF Organism I 

Analysis Organisms and Tests to Separate: 



Enterobacter cloacae complex 
Enterobacter kc bei 

Enterobacter he rmaecf ei 
Enterobacter cloacae ssp 
cloacae 

Enterobacter cloacae ssp 
dissolvens 

Enterobacter luiwiaii 

UREASE(83),LACTOSE(88),MOB(82),dSORBITOL(94), 

UREASE(87),MOB(52),dSORBITOL(0), 

UREASE(1 00),LACTOSE(30),MOB(99),dSORBITOL(1 00), 

UREASE(100),MOB(0),dSORBITOL(100), 

UREASE(0),LACTOSE(60),MOB(100),dSORBITOL(100), 


Analysis Messages: 

Contraindicating Typical Biopattern(s) 


Installed VITEK 2 Systems Version: 05.0 
MIC Interpretat c n Gu : de ine 
AES Pararnete' Set Name: 


Therapeutic 'nterpretation Guideline: 
AES Parameter Last Modified: 

Page 1 of 2 


FDAE00276758 




bioMerieux Customer: 02633 
System #: FDA5083805 


FDA - Northeast Regional Laboratory ”7 — /*- 

r* 

Laboratory Report Printed Nov 5 2012 23:43 est 

Autoprint 
Report Version: 1 of 1 


Isolate Group: 71644439-1 

Bionumber 0527735553573010 
Selected Organism: Slashline 


Biochemica Deta Is 


2 

APPA 


3 

ADO 


4 

PyrA 


5 

IARL 


7 

dCEL 

+ 

9 

BGAL 


10 

H2S 


11 

BNAG 

+ 

12 

AGLTp 


13 

dGLU 

+ 

14 

GGT 

+ 

15 

OFF 

+ 

17 

BGLU 


'8 

dMAL 

+ 

19 

dMAN 

+ 

20 

dMNE 

+ 

21 

8XYL 


22 

BAap 


?3 

ProA 


26 

LIP 


27 

PLE 

+ 

29 

TyrA 

+ 

31 

JRE 


32 

dSOR 

33 

SAC 

~ 

34 

dTAG 


35 

dTRE 

+ 

36 

CIT 

+_ 

37 

MNT 


39 

5KG 


40 

ILATk 


41 

AGLU 


42 

SUCT 

+ 

43 

NAGA 

+_ 

44 

AGAL 


45 

PHOS 


46 

GlyA 

__ 

47 

ODC 


48 

LDC 


53 

IHISa 


56 

CMT 


57 

BGUR 


58 

0129R 


59 

GGAA 


61 

IMLTa 


62 

ELLM 

: 

64 

LATa 

1 _ 



— 


Installed VITEK 2 Systems Versior: 05.0' 
MIC Interpretat on Guideline: 

AES Paramete' Set Name: 


Therapeutic Interpretation Guidel ne: 
AES Parameter Last Modified: 

Page 2 of 2 


FDAE00276759 




bioMerieux Customer: 02633 
System #. FDA5083805 


Isolate Group: 716444-39 




FDA - Northeast Regional Laboratory 

Laboratory Report 


f — 

Printed Nov 14 2012 22:15 EST 
Autoprint 
Report Ves on: 1 of 1 




Bionumber: 5020001100040000 
Selected Organism: Low Discrimination 


Identification 

Informaton 

Card: GN 

Number: 241244240 

_ . Aug 21, 2013 13:00 

Expires: 

0 4 . Nov 14, 2012 

Completed. 22:24 EST 

Status: Final 

^ ysis 10.00 hours 

Selected Organ.sm 

Low Discrimination 

Bionumber: 5020001100040000 Confidence: Low discrimination 

SRF Orqanism | 

Analysis Organisms and Tests to Separate: 


Low Discrimina’ on Organism 
Shewanella putrefaciens 
Sphingomonas paucirmbilis 
Brevundimonas diminuta / 
vesicularis 

Brevundimonas diminu.a 
Brevundimonas vesicularis 


Ornith.dec(99),MOB(1),ESCULIN(1), 

SACCHAROSE(99),MOB(99),ESCULIN(99), 


SACCHAROSE(1),Ornith.dec( l),MOB(99),ESCULIN(1) t 
SACCHAROSE(1 ),Ornith.dec( I ),M 3B(99),ESCULIN(99), 


Analysis Messages: 


Contraindicating Typical Biopattern(s; 


Shewanella put efaciers 
Sphingomonas paucirmbilis 
Brevundimonas diminu:a / 
vesicularis 


AGLT p(99) , ELLM (82) , 
PyrA(24),dMAL(76),dGLU(76),dCEL(76), 

GGAA(90),BNAG(4),AGLTp(90), 


Installed VITEK 2 Systens Vers.or: 05.0 4 
MIC Interpretat c n Gu.df ; ine- 
AES Paramete - Set Name: 


Therapeutic nterpretatior Guideline: 
AES Parameter Last Modified: 


°age 1 of 2 


FDAE00276760 





bioMerieux Customer: 02633 
System #: FDA5083805 


^ ’ll (s C/(/^ 

FDA Northeast Regional Laboratory /t (Q, (\, 

Laboratory Report Printed Nov 14, 2012 22.15 est 

Autoprint 
Report Version: 1 of 1 


Isolate Group: 7 16444-39 

Bionumber: 5020001100040000 
Selected Organism: Low Discrimination 


Biochemica Details 

2 

APPA 

+ 

3 

ADO 


4 

PyrA 

+ 

5 

IARL 


7 

dCEL 


9 

BGAL 


10 

H2S 


11 

BNAG 

+ 

12 

AGLTp 


13 

dGLU 


14 

GGT 


15 

OFF 


17 

BGLU 


'8 

dMAL 


19 

dIVAN 


20 

dMNE 


21 

3XYL 


22 

BA-ap 


23 

ProA 

+ 

26 

LIP 


27 

PLE 


29 

TyrA 

+ 

31 

URE 


32 

dSOR 


33 

SAC 


34 

d~AG 


35 

dTRE 


36 

CIT 


37 

MNT 


39 

5KG 


40 

LATk 


41 

AGLU 


42 

SUCT 


43 

NAGA 


44 

AGAL 


45 

PHOS 

(+) 

46 

GlyA 


47 

ODC 


48 

LDC 


53 

IHISa 


56 

CMT 


57 

BGUR 


58 

0129R 


39 

GGAA 


61 

IMLTa 


62 

ELLM 


64 

LATa 

: 






Installed VITEK 2 Systems Vers.or: 05.0' 

MIC Interpretatcn Gu de ine: 

AES Paramete' Set Name: 

Page 2 of 2 


Therapeutic Interpretation Guideline: 
AES Parameter Last Modified: 


FDAE00276761 




bioMerieux Customer: 02633 
System #: FDA5083805 


y c. 

FDA - Northeast Regional Laboratory 

~f — (i— /— 

Laboratory Report Printed Nov 5, 2012 23:43 EST 

Autoprint 
Report Version: 1 of 1 


Isolate Group: 71644440-1 

Bionumber: 400101 100 ' 100000 

Selected Organism: Pseudomonas fluorescens 


Comments: 


Identification 

Information 

Card: GN 

h 0t . 241244240 

Number: 

Aug 21, 2013 13:00 
Expires: E qj 

„ 14 . Nov 5, 2012 23.58 

Completed: EST 

Status: Final 

*" a,ysis 6 00 hours 

lime: 

Selected Organ. sm 

99% Probability Pseudomonas fluorescens 

_ Excellent 

Bionumber: 4001011001100000 Confidence: identification 


SRF 

Organism 


Analysis Organisms and Tests to Separate: 


Analysis Messages: 


[Contraindicating Typical Biopattern(s; 


Biochemica Details 





? 

APPA 

7“ 

3 

ADO 


4 

PyrA 

+ 

5 

IARL 


7 

dCEL 


9 

BGAL 

__ 

in 

H2S 

— 

11 

BNAG 


12 

AGLTp 


13 

dGLU 

+ 

14 

GGT 


15 

OFF 

r 

17 

BGLU 

— 

*8 

dMAL 


19 

dMAN 


20 

dMNE 

+ 

21 

3XYL 


22 

BAlap 

_ 

23 

ProA 


26 

LIP 


27 

PLE 


29 

TyrA 


31 

LIRE 


32 

dSOR 

_ 

33 

SAC 

7“ 

34 

dTAG 


35 

dTRE 


36 

CIT 

+ 

37 

MN^ 


39 

5KG 


40 

ILATk. 

+ 

41 

AGLU 


42 

SUCT 


43 

NAGA 


44 

AGA- 


45 

PROS 


46 

GyA 

7~ 

47 

ODC 


48 

LDC 


53 

IHlSa 


56 

CMT 


57 

BGUR 

L_ 

58 

0129R 

: 

59 

GGAA 

_ 

61 

IMLTa 

_ 

62 

ELLM 

_ 

64 

LATa 

— 

— 


— 


Installed VITEK l Systems Vers or - 05.0' 
MIC Interpre tat on Guide ine' 

AES Parameter Set Nare: 


T lerapeutic interpretation Guideline: 
AES Parameter Last Modified: 

Page 1 of 1 


FDAE00276762 





Ijj(/ 

/ — 

Printed Nov 6, 2012 03:52 EST 
Autoprint 
Report Version: 1 of 1 

Isolate Group: 71644440-2 tC.OW' 

Bionumber: 4001 01 1 301 500042 
Selected Organism: Low Discrimination 


FDA - Northeast Regional Laboratory 

btoMerieux Customer: 02633 Laboratory Report 

System #: FDA5083805 


Comments: 


Identification 

Informat on 

Card: GN 

h 0t . 241244240 

Number: 

_ . Aug 21, 2013 13:00 

Expires: EDT 

, Nov 6, 2012 04:13 

Completed: EST 

Status: Final 

0 n3lySiS 10.25 hours 

Time: 

Selected Organism 

Low Discrimination 

Bionumber: 4001011301500042 Confidence: Low discrimination 


SRF 

Organism 

Analysis Organisms and Tests to Separate: 


Low Discrimination Organism 

Pseudomonas f uorescens OX(97),MOB(99),Arg.hydr.(99),GELATIN(99), 

Acinetobacter Iwoffii OX(Q),M OB(1),Arg.hydr.(1),GELATIN(1), 

Analysis Messages: 


Icontraindicating Typical Biopattern(s) 


Pseudomonas 1 uorescens URE(1), 

Acinetobacter Iwoffii PyrA(1),URE(12), 


Biochemica Details 




2 

APPA 


3 

ADO 


4 

PyrA 

+ 

5 

IARL 


7 

dCEL 


9 

BGAL 


10 

H2S 


11 

BNAG 


12 

AGLTp 


13 

dGLU 

+ 

14 

GGT 


15 

OFF 


17 

BGLU 


18 

dMAL 


19 

dMAN 


20 

dMNE 

+ 

21 

BXYL 


22 

BAlap 


23 

ProA 
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LIP 


27 

PLE 
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TyrA 

+ 
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URE 

+ 
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dSOR 
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SAC 


34 

dTAG 


35 

dTRE 


36 

CIT 

+ 

37 

MNT 


39 

5KG 


40 

LATk 

~ 

41 

AGLU 


42 

SUCT 

+ 

43 

NAGA 


44 

AGAL 


45 

PHOS 


46 

GlyA 


47 

ODC 


48 

LDC 


53 

IHISa 


56 

CMT 


57 

BGUR 


58 

0129R 


59 

GGAA 


61 

IMLTa 

w 

62 

ELLM 

: : 

64 

ILATa 

1 — 




— 


Installed VITEK 2 Systems Version: 05 O' 
MIC Interpretatc n Guideline: 

AES Pararnete' Set Name: 


Therapeutic interpretation Guideline: 
AES Parameter Last Modified: 

Page 1 of 1 


FDAE00276763 





bioMerieux Customer: 02633 
System #: FDA5083805 


^ H-i 

FDA - Northeast Regional Laboratory 






Laboratory Report p intedNov6 , 2012 11.41 est 

Autoprint 
Report Version: 1 of 1 


Isolate Group: 7164444 .-1 fctw Af 4. 

Bionumber: 44001 0400000^ 1 00 
Selected Organism: Low Discrimination 


Comments: 



Card: 

YST 

Lot 

Number: 

243250120 

Expires: 

Oct 19, 2013 13:00 

EDT 

Informat on 


Completed: 

Nov 6, 2012 12:13 
EST 

Status: 

Final 

Analysis 

Time: 

18.25 hours 

Selected Organ'sm 

Bionumber: 

4400104000004100 

Low Discrimination 

Confidence: 

Low discrimination 

SRF 

Organism 




(Analysis Organisms and Tests to Separate: 


Low Discrimina. on Organism 

Candida krusei HYPH/PH(100),dXYLOSEa(0), 

Candida inconspicua/ ambica 

Candida ambica HYPH/PH(100),dXYLOSEa(100). 

Candida inconsp cua HYPH/PH(0),dXYLQSEa(0), 

Analysis Messages: 

See product information for additional informat on. 


Contraindicating Typical Biopattern(s) 


Installed VITEK 2 Systems Vers on: 05.0 
MIC Interpretat on Guideline: 

AES Paramete Set Name: 


Therapeutic Interpretation Guideline: 
AES Parameter Last Modified: 

Page 1 of 2 


FDAE00276764 




bioMerieux Customer: 02633 
System #: FDA5083805 


FDA - Northeast Regional Laboratory // _ —f j ^ 

Laboratory Report Printed Nov 6 2012 11:41 EST 

Autoprint 
Report Version: 1 of 1 


Isolate Group: 71644441-1 

Bionumber: 4400104000004100 
Selected Organism: Low Discrimination 


Biochemica Deta Is 1 

3 

LysA 

“J 

4 

IMLTa 


5 

LeuA 

+ 

7 

ARG 


10 

ERYa 


12 

GLYLa 

+ 

13 

TyrA 


14 

BNAG 


15 

ARBa 


18 

AMYa 


19 

dGALa 


20 

GENa 


21 

dGLUa 

+ 23 

LACa 


24 

MAdGa 


26 

dCELa 


27 

GGT 


28 

dMALa 


29 

dRAFa 

- 

30 

NAGA1 


32 

dMNEa 

+ 

33 

dMELa 


34 

dMLZa 


38 

ISBEa 


39 

IRHAa 


40 

XLTa 


42 

dSORa 


44 

SACa 


45 

URE 


46 

AGLU 


47 

dTURa 


48 

dTREa 


49 

N03a 


51 

lARAa 


52 

dGATa 


53 

ESC 


54 

IGLTa 

55 

dXYLa 


56 

LATa 

+ 

58 

ACEa 

+ 

59 

CITa 


60 

GRTas 


61 

IPROa 

(-) |62 

2KGa 


63 

NAGa 


64 

dGNTa 

_ 
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Installed VITEK 2 Systems Versior: 05.0 
MIC Interpretat on Guideline: 

AES Paramete' Set Name: 

Page 2 of 2 


Therapeutic interpretation Gu deline: 
AES Parameter Last Modified: 


FDAE00276765 




bioMerieux Customer: 02633 
System #: FDA5083805 


r/ K - zT 

FDA - Northeast Regional Laboratory 


// //<*( /^ 


Laboratory Report Printed Nov 15, 2012 06:18 est 

Autoprint 
Report Version: 1 of 1 


Isolate Group: 7164444 -1 

Bionumber: 4400104000004110 
Selected Organism: Low Discrimination 


Comments: 


Identificatio 1 

Informat on 

Card: YST 

Number: 243250120 

^ . Oct 19, 2013 13:00 

Expires: E q T 

_ lt . Nov 15, 2012 

Completed. 0 6:39 EST 

Status: Final 

J. na,y8is 18 25 hours 

Time: 

Selected Organ sm 

Low Discrimination 

Bionumber: 4400104000004110 Confidence: Low discrimination 


SRF 

Organism 


Analysis Organisms and ”est5 to Separate: 

Low Discr nunaion Organism 

Candida kmsei HYPH/PH(100),dXYLOSEa(0), 

Candida : nconspic:ua/ ambica 

Candida lambica HYPH/PH(100),dXYLOSEa(100) 

Candida inconspicua HYPH/PH(0),dXYLQSEa(0), 

Analysis Messages: 

See product information for additional in'ormat on. 

Contraind eating Typical Biopattern(s] 


Installed VITEK 2 Systems Version: 05.0’ 

MIC Interpretation Guideline. 

AES Parameter Set Name- 

Page 1 of 2 


Therapeutic nterpretation Guideline: 
AES Parameter Last Modified: 


FDAE00276766 




bioMerieux Customer: 02633 
System #: FDA5083805 


FDA - Northeast Regional Laboratory 

Laboratory Report 



Printed Nov 15, 2012 06:18 EST 
Autoprint 
Report Version: 1 of 1 


Isolate Group: 71644441-1 

Bionumber: 4400104000004110 
Selected Organism: Low Discrimination 


Biochemica Details 

3 

_ysA 


4 

IMLTa 


5 

LeuA 

+ 

7 

ARG 


10 

ERYcl 


12 

GLYLa 

+ 

13 

TyrA 


14 

BNAG 


'5 

ARBa 


18 

AMYa 


19 

dGALa 


20 

GENa 


21 

dGLUa 

+ 

23 

LACa 


24 

MAdGa 


26 

dCELa 


27 

GGT 


28 

dMALa 


29 

dRAFa 


30 

NAGA1 


32 

dMNEa 

+ 

33 

dMELa 


34 

dMLZa 


38 

ISBEa 


39 

RHAa 


40 

XLTa 


42 

dSORa 


44 

SACa 


45 

URE 


46 

AGLU 


47 

dTURa 


48 

dTREa 


49 

N03a 


51 

ARAa 


52 

dGATa 


53 

ESC 


54 

GLTa 


55 

dXYLa 


56 

LATa 

T~ 

58 

ACEa 

+ 

59 

CITa 


60 

GRTas 


61 

PROa 


62 

2KGa 


63 

NAGa 


64 

dGNTa 
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Insta led VITEK 2 Systens Vers or: 05.0 
MIC Interpretaton Guideline: 

AES Paramete' Set Name: 

Page 2 of 2 


Therapeutic Interpretation Guideline: 
AES Parameter Last Modified: 


FDAE00276767 




bioMerieux Customer: 02633 
System #: FDA5083805 


FDA • Northeast Regional Laboratory 


cfuwtQ* ^7/fe, U. MX f 
/( ( f{o ( 


Laboratory Report Printed Nov 15, 2012 06:18 EST 

Autoprint 
Report Version: 1 of 1 


Isolate Group: 71644441-2 

Bionumber: 4400104000004110 
Selected Organism: Low Discrimination 


Comments: 


Identification 

Informat on 

Card: YST 

h 0t . 243250120 

Number: 

_ . Oct 19, 2013 13:00 

Expires: EDT 

_ Nov 15, 2012 

Completed: 0 6:39 EST 

Status: Final 

Ana^ s 18 25 hours 

Selected Organism 

Low Discrimination 

Bionumber: 4400104000004110 Confidence: Low discrimination 


SRF 

Organism 

Analysis Organisms and Tests to Separate: 


Low Discrimination Organism 

Candida krusei HYPH/PH(100),dXYLOSEa(0), 

Candida inconspicua/lambica 

Candida lambica HYPH/PH(100),dXYLOSEa(100), 

Candida inconspicua HYPH/PH(0),dXYLQSEa(0), 

Analysis Messages: 

See product information for additional information. 


IContraindicating Typical Biopattern(s) 


Installed VITEK 2 Systems Vers on. 05.0 
MIC Interpretation Guide ine. 

AES Parameter Set Name: 

Page 1 of 2 


Therapeutic Interpretation Guideline: 
AES Parameter Last Modified: 


FDAE00276768 
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FDA - Northeast Regional Laboratory /// /6 /A2. 

bioMerieux Customer: 02633 Laboratory Report Printed Nov 15 2012 06:18 EST 

System #: FDA5083805 Autoprint 

Report Version: 1 of 1 


Isolate Group: 71644441-2 

Bionumber: 4400104000004110 
Selected Organism: Low Discrimination 


Biochemical Details 



3 

LysA 


4 

iMLTa 


5 

LeuA 

+ 

7 

ARG 


10 

ERYa 


12 

GLYLa 


13 

TyrA 


14 

BNAG 


15 

ARBa 


18 

AMYa 


19 

dGALa 


20 

GENa 


21 

dGLUa 

+ 

23 

LACa 


24 

MAdGa 


26 

dCELa 


27 

GGT 


28 

dMALa 


29 

dRAFa 


30 

< 

1 


32 

dMNEa 

+ 

33 

dMELa 


34 

dMLZa 


38 

ISBEa 


39 

RHAa 


f0_ 

XLTa 


42 

dSORa 


44 

SACa 


45 

URE 


46 

AGLU 


47 

dTURa 


*•8 

dTREa 


49 

N03a 


51 

lARAa 


52 

dGATa 


53 

ESC 


54 

GLTa 


55 

dXYLa 


56 

LATa 

~ 

58 

ACEa 

+_ 

59 

CITa 


60 

GFITas 


61 

PROa 

H 

62 

2KGa 


63 

NAGa 


64 

dGNTa 




_ 







Installed VITEK 2 Systems Vers on: 05.0 
MIC Interpretat on Guide ine' 

AES Pararnete- Set Name: 

Page 2 of 2 


Therapeutic nterpretation Guidel ne: 
AES Parameter Las; Modified: 


FDAE00276769 




jc- 

FDA - Northeast Regional Laboratory 


K<-cy 


bioMerieux Customer: 02633 
System #: FDA5083805 


Isolate Group: 71644438-1 
Bionumbei: 0627734753572010 
Selected Organism: Slashline 


Laboratory Report 




0*fr. 


Printed Nov 14, 2012 17:08 EST 
Autoprint 
Report Version: 1 of 1 




Comments: 


Identification 

Information 

Card: GN 

H 0t . 241244240 

Number: 

Aug 21, 2013 13:00 
Expires: EDT 

„ 14 . Nov 14, 2012 

Completed: 17:10ES t 

Status: Final 

J nalysis 4.75 hours 

Time: 

Selected Organism 

Bionumber: 0627734753572010 

Slashline 

. . Excellent 

Confidence: jdentiflca . on 


Analysis Organisms and Tests to Separate: 



Enterobacter cloacae complex 
Enterobacter kc bei 

Enterobacter hormaechei 
Enterobacter cloacae ssp 
cloacae 

Enterobacter cloacae ssp 
dissolvens 

UREASE(83),LACTOSE(88),MOB(32),dSORBITOL(94), 

UREASE(87),MOB(52),dSORBITOL(0), 

UREASE(100),LACTOSE(30),MOE(99),dSORBITOL(100), 

UREASE(100),MOB(0),dSORBITOL(100), 
UREASE(0),LACTOSE(60),MOB(1 D0),dSORBITOL(100), 


Analysis Messages: 

Contraindicating Typical Biopattern(s) 



Enterobacter cloacae complex 

BGLU(16),URE(12), 




Installed VITEK 2 Systems Version: 05.0' 
MIC Interpretation Guideline: 

AES Parameter Set Name: 


Therapeutic Interpretation Guideline: 
AES Param eter Last Modified: 

Page 1 of 2 


FDAE00276770 




FDA - Northeast Regional Laboratory 


bioMerieux Customer: 02633 
System # FDA5083805 


Laboratory Report 




h' 

Printed Nov 14,2012 17:08 EST 
Autoprint 
Report Version: 1 of 1 


Isolate Group: 71644438-1 
Bionumber: 0627734753572010 
Selected Organism: Slashline 


Biochemica Details 


2 

APPA 


3 

ADO 


4 

PyrA 


5 

IARL 


7 

dCEL 

+ 

9 

BGAL 


10 

H2S 


11 

BNAG 

+ 

12 

AGLTp 


13 

dGLU 

+ 

14 

GGT 

+ 

15 

OFF 

■*_ 

17 

BGLU 

|+_ 

18 

dMAL 
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19 

dMAN 

+ 

20 

dMNE 

+ 

21 

3XYL 

+ 

22 

BAlap 


23 

ProA 


26 

LIP 


27 

PLE 

+ 

29 

TyrA 

+ 

31 

URE 

+ 

32 

dSOR 

+ _ 

33 

SAC 

T 

34 

dTAG 


35 

dTRE 

+ 

36 

CIT 

+ 

37 

MNT 

+_ 

39 

5KG 


40 

ILA~k 

T~ 

41 

AGLJ 


42 

SUCT 

+~ 

*3 

NAGA 

+ 

44 

AGA_ 

+_ 

45 

PHOS 

+ _ 

46 

GyA 


47 

ODC 

“ 

48 

LDC 


53 

IHISa 


56 

CMT 


57 

BGUR 


58 

0129R 

Z! 

59 

GGAA 


61 

IMLTa 


62 

ELLM 


64 

LATa 

: 







Installed VITEK 2 Systems Version- 05.0'' 

MIC Interpretat on Guide ine: 

AES Paramete' 3et Name- 

Page 2 of 2 


Therapeutic nterpretation Guideline: 
AES Parameter Last Modified: 


FDA_E00276771 
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bioMerieux Customer: 02633 
System #: FDA5083805 


Isolate Group: 71644436-2 
Bionumber: 1000002000040000 
Selected Organism. Slashline 


FDA - Northeast Regional Laboratory 

Laboratory Report 


. rtrj) 


/f-lfcwtc. 

b' 

Printed Nov 14 2012 19:05 EST 
Autoprint 
Report Version: 1 of 1 


Comments: 


Identification Information 

Card: GN 

|-. 0t . 241244240 

Number: 

Aug 21, 2013 13:00 
Expires: EDT 

„ , A . Nov 14, 2012 

Completed: 19;09E st 

Status: Final 

J na 'y sis 6.75 hours 

Time: 

Selected Organism 

Slashline 

Excellent 

Bionumber: 1000002000040000 Confidence: jdentificavon 


SRF Organism~[ 


Analysis Orgai isms and Tests to Separate: 

Brevundimorias dimiriuta / 
vesicularis 

Brevundimonas diminuta dMALTOSE(1),ESCULN(1), 

Brevundim orias vesicularis dMALTOSE(99),ESCULIN(99), 

Analysis Messages: 


Contraindicating Typical Biopattern(s) 

Brevundimonas diminu:a / 
vesicularis 


GGAA(90), 


Installed V TEK 2 Systems Vers'or : 05.0 
MIC Interpretation Guideline: 

AES Parameter Set Name: 


Therapeutic interpretation Guideline: 
AES Parameter Last Modified: 
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bioMerieux Customer: 02633 
System #: FDA5083805 


^ f - 2 ^ ’ 

FDA Northeast Regional Laboratory 

Laboratory Report 


H~l{, '(2. 
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Printed Nov 14 2012 '9:05 EST 
Autoprint 
Report Version: 1 of 1 


Isolate Group: 71644438-2 

Bionumber: 1000002000040000 
Selected Organism: Slashline 
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FDA - Northeast Regional Laboratory 

bioMerieux Customer: 02633 Laboratory Report 

System #: FDA5083805 

Isolate Group: 71644438-3 b/ M J 

Bionumber: 0627734553572010 
Selected Organism: Slashline 


U — 2 - 
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Printed Nov 14 2012 18:06 EST 
Autoprint 
Report Version: 1 of 1 


Comments: 


Identificatio ^ 

Card: GN 

Lot 

Number: 

241244240 

Expires: 

Aug 21, 2013 13:00 
EDT 

Information 

„ , ^ J Nov 14, 2012 

Completed: 18:09 EST 

Status: 

Final 

Analysis 

Time: 

5.75 hours 

Selected Organism 

Bionumber: 0627734553572010 

Slashline 


Confidence: 

Excellent 

identification 

SRF Organism | 



Analysis Organisms and Tests to Separate: 





Enterobacter cloacae complex 
Enterobacter kc bei 

Enterobacter he rmaecf ei 
Enterobacter cloacae ssp 
cloacae 

Enterobacter cloacae ssp 
dissolvens 

Enterobacter ludwgii 

UREASE(83),LACTOSE(88),MOB(82),dSORBITOL(94), 

UREASE(87),MOB(52),dSORBITOL(0), 

UREASE(100),LACTOSE(30),MOB(99),dSORBITOL(10G), 

UREASE(100),MOB(0),dSORBITOL(100), 

UREASE(0),LACTOSE(60),MOB(100),oSORBITOL(100), 



Analysis Messages: 


Contraindicating Typical Biopattern(s) 


L 


Installed VITEK 2 Syste ns Vers or : 05.0 
MIC Interpretat c n Gu'de ine: 

AES Paramete' Set Narie: 


T lerapeutic nterpretatior Guideline: 
AES Parameter Last Modified: 
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FDA - Northeast Regional Laboratory 
Laboratory Report 
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Isolate Group: 71644438-3 
Bionumber: 0527734553572010 
Selected Organism: Slashline 
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STRICT 3. C7R NO. / 4. DATE COU.EQTED 

r-z?6 


Lottos (gloves, 
swabs, etc.) I 


] | [locations IN RELATION to products 

Container Amount Zone/Location AND PROCESSING/MANUFACTURING 
Type Collected Collected OPERATION 

(Id routes of potential contamination) 




1 COLLECTOR (Print or type name and signature) 


" 2, DISTRICT 3. C/R NO. 7 4 DATE COLLECTED 

,/ti£T'/)b ///if ?/<o4*/y /$//></ /'A /?_ 
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swabs, etc.) I 


Sub# Time Photo# 


I I LOCATIONS IN RELATION TO PRODUCTS 

I Container Amount j Zone/Location AND PROCESSING/MANUFACTURING 
Type Collected Collected OPERATION 

(Id routes of potential contamination) 
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(Id routes of potential contamination) 
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Food and Drug Administration Office of Regulatory Affairs 
Collection Report 
For Sample Number: 7 1 6444 

J 3 £ 

This is an accurate reproduction of the original electronic record as of 1 1/30/20 1 2 


Flag 


Flag Remarks 


Episode Number 

Origin 

Basis 

Sample Type 


Domestic 

Environ-Survl 

Investigational 

FEI 

Date Collected 

Product Code 

Responsible Firm 

3003623877 

10/04/2012 

66YDY99 

Dealer 

Compliance Num 

Country of Origin 



70723 

United States 




FIS Smpl Num Status 
13206181 Completed 

PAC Hours 

56D015 38 

56R814 38 


Related Smpl Num Position Class Sampling District 

INV NWE-DO 

Dealer is Consumer Crx/DEA Schedule Recall Num 
No 


NDC Number Permit Number 

Consumer Compl. Num Brand Name 

N/A 


Storage Rqrmnt. 
Refrigerated 


Product Description 

Environmental swabs taken from surfaces used in the production of compounded sterile preparations. 

Product Label 
N/A 

Reason for Collection MFG Codes Expiration Date 

Environmental sample collected to determine the potential 
presence of microbial activity at New England Compounding 
Center, where compounded sterile preparations are produced and 
potentially implicated in a meningitis outbreak linked to 
Aspergillus fumigatus. 

Firm Legal Name 
New England Compounding Center 

New England Compounding Center 

Size of Lot 

N/A 

Description of Sample 
See continuation. 

Method of Collection 
See continuation. 

How Prepared 

See continuation. 

Collector's Identification on Package and/or Label Collector's Identification on Seal 

Please see remarks. Please see remarks. 


Address 

Type of Firm 

Firm FEI 1 

697 Waverly St Framingham, MA 01702- 
8589 US 

Dealer 

3003623877 

697 Waverly St Framingham, MA 01702- 
8589 US 

Manufacturer 

3003623877 

Est. Value Rcpt Type Carrier Name 

$ .00 FDA484 N/A 

Date Shipped 


Sample Delivered To 

Sample custodian at NRL by UPS from UPS Store #1705 of 
Framingham, MA (tracking 1ZA5402W22 1000405 8) 


Date Delivered 

10/04/2012 

Lab w/Split Sample 

0 


Orig C/R & Records To 

NWE-DO 

Lab 

NRL 


Document Number 
6 


Document Date Document Type Document Remarks 
1 0/04/20 1 2 Other Copy of Receipt for Samples issued to Barry J. 


Date: 11/30/2012 


Page: 1 of 3 
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r Food and Drug Administration Office of Regulatory Affairs 

Collection Report 
For Sample Number: 716444 

This is an accurate reproduction of the original electronic record as of 1 1/30/20 1 2 


Cadden, Owner (1 pg). Please refer to TURBO EIR 
ID 308403 for original carbon copy. 

1 10/04/2012 Other Form FDA 464a, "C/R CONTINUATION SHEET", 

detailing closed controls, as well as, time and location 


2 

10/04/2012 

Other 

of the sub sample collections (9 pgs). 

Clean room diagram illustrating sub sample collection 

3 

10/04/2012 

Other 

sites and personnel flow (1 pg). 

Facility diagram illustrating sub sample collection 

4 

10/04/2012 

Other 

sites and personnel flow (1 pg). 

Photographs of sub sample collection sites (3 1 pgs). 

5 

10/04/2012 

Other 

Working copy of digital photographs officially sealed 

Remarks 

See continuation. 

Payment Amount 

Payment Method 

704(d) Sample 

in envelope (1 pg). Please refer to TURBO EIR ID 
308403 for original copy of digital photographs. 

702(b) Portion Collector's Name 

$0.00 

No Charge 

No 

No Philip Kreiter 

Name of Signer 
Philip Kreiter 

Philip Kreiter 


Date & Time of Signature Meaning 

10/30/2012 09:05 AM ET Collector 

10/12/2012 02:18 PM ET Collector 


Date; 11/30/2012 


Page: 2 of 3 
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Food and Drug Administration Office of Regulatory Affairs 
Collection Report 
For Sample Number: 716444 

This is an accurate reproduction of the original electronic record as of 1 1/30/2012 


Continuation: 


Description of Sample 

Sample consists of 41 environmental subs collected from surfaces utilized in the production of compounded sterile preparations 
at New England Compounding Center on 10/04/2012, in addition to 12 closed controls. 

Method of Collection 

All 41 sub samples were collected using aseptic techniques by Microbiologist Almaris Alonso and Investigators Nemey and 
Kreiter. Each sub sample was collected using Kimberly-Clark brand Purple Nitrile Sterile Powder-Free Exam Gloves- 
Medium (Lot#SC91663XX, Exp: 2014-05). New, sterile gloves were used to collect each sub sample. Sub samples were 
collected, according to Form FDA 464a "C/R CONTINUATION SHEET" (Document#l), using 10 mL flip-top plastic vial D/E 
neutralizing broth (Lot#2014-04 AA, Exp: 2014-04-28); 10 mL plastic vial D/E neutralizing broth with premoistened swab 
(Lot#2012-10 BC, Exp: 2012-10-28); 5 mL glass vial NaCl 0.85% medium (Lot# 100 1404 190, Exp. 2014-06-14); and dry, 
sponge-sticks (Lot#20 15-04 BF, Exp. 2015-04-28). Each premoistened swab or dry, sponge-stick was removed from the 
manufacturer's package, applied to the sample surface, returned to the manufacturer's package, and labeled, "Sample 
#INV7 16444 10/04/2012 PK Sub" 1-41: dry, sponge-sticks were moistened with D/E neutralizing broth or NaCl 0.85% medium 
prior to sampling. All 41 subsamples were placed in 55 ounce Nasco Whirl-Pak bags (Lot#22347) and closed. 

How Preoared 

Once collected, Sample #INV7 16444, including 41 sub samples and 12 closed controls, was placed in a cooler containing frozen 
ice packs and transported in the custody of Investigators Nemey and Kreiter to UPS Store #1705. Subs 1-20 were placed in a 
larger Whirl-Pak bag, closed , and labeled "Sample #INV7 16444 10-04-2012 PK" Subs l-20.(please see remarks) 

Remarks 

Collector's Identification on Package and/or Label: "Sample #INV716444 10/04/2012 PK" Subs 1-41, Controls a-1 or "Sample 
#INV7 16444 10-04-2012 PK" Subs 1-41, Controls a-1 

Collector's ID on Seal: "NEW ENGLAND INV7 16444 PHILIP KREITER, INVESTIGATOR 10-04-2012" 

(continued from "How Prepared") Subs 21-41 were placed in a larger Whirl-Pak bag, closed, and labeled "Sample 
#INV7 1 6444 1 0-04-20 1 2 PK" Subs 21-41. Controls a-1 were placed in a larger Whirl-Pak bag, closed, and labeled "Sample 
#INV7 16444 10-04-2012 PK" Controls a-1. The sub samples and controls were placed in a clear plastic bag labeled "Sample 
#INV7 16444 10-04-2012 PK" Subs 1-41, Controls a-1. The plastic bag was taped shut with filamentous tape and an official 
seal identified as "NEW ENGLAND INV7 16444 PHILIP KREITER, INVESTIGATOR 10-04-2012" was then placed around 
the top of the bag. A Form FDA 525 was completed and affixed to the plastic bag. Frozen ice packs, closed in Whirl-Pak bags, 
were placed in a styrofoam cooler, and the plastic bag containing Sample #INV7 16444 was placed in the cooler. Bubble wrap 
was placed over the top of the package, and a styrofoam lid was applied over the package. The cooler, encased in cardboard, 
was taped shut using filamentous tape and labeled "Sample #INV7 16444 10-04-2012 PK" Subs 1-41, Controls a-1. Sample 
#INV7 1 6444 was handed to the UPS driver for delivery to NRL (UPS tracking 1ZA5402 W22 1 0004058). 

Note: The second signature by the collector, dated 10/30/2012, was to account for issuance of the Form FDA 484 at the close of 
the inspection on 10/26/2012. 


Date: 11/30/2012 
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